
27 de janeiro a 31 de janeiro de 2025

EM DESTAQUE

SAÚDE



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

14 a 18 de outubro de 2024

LEGISLAÇÃO

EUROPEIA
Necessidade urgente de rever o Regulamento Dispositivos Médicos — Resolução 
do Parlamento Europeu, de 23 de outubro de 2024, sobre a necessidade urgente 
de rever o Regulamento Dispositivos Médicos (2024/2849(RSP))

EMA

Human Medicines / Human Regulatory
ICH E6 (R3) Guideline for good clinical practice (GCP) - Step 5
European Shortages Monitoring Platform (ESMP): Implementation guide for 
marketing authorisation holders
European Shortages Monitoring Platform (ESMP) User guide for marketing 
authorisation holders
List of medicinal products under additional monitoring [Rev.]

Veterinary Medicines / Veterinary Regulatory
Guideline on data requirements for veterinary medicinal products for zootechnical 
purposes
EU Implementation Guide (IG) on veterinary medicines product data in the Union 
Product Database - Chapter 5: Technical specifications

COMISSÃO EUROPEIA

MDCG 2023-3 - Questions and Answers on vigilance terms and concepts as outlined 
in the Regulation (EU) 2017/745 and Regulation (EU) 2017/746 [Rev.]
MDCG 2021-12 - FAQ on the European Medical Device Nomenclature 
(EMDN) [Rev.]

REGULAMENTAÇÃO

https://eur-lex.europa.eu/legal-content/PT/TXT/?uri=OJ:C_202500485
https://www.ema.europa.eu/en/documents/scientific-guideline/ich-e6-r3-guideline-good-clinical-practice-gcp-step-5_en.pdf
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
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-marketing-authorisation-holders_en.pdf
https://www.ema.europa.eu/en/documents/additional-monitoring/list-medicinal-products-under-additional-monitoring_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-data-requirements-veterinary-medicinal-products-zootechnical-purposes_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-data-requirements-veterinary-medicinal-products-zootechnical-purposes_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/eu-implementation-guide-ig-veterinary-medicines-product-data-union-product-database-chapter-5-technical-specifications_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/eu-implementation-guide-ig-veterinary-medicines-product-data-union-product-database-chapter-5-technical-specifications_en.pdf
https://health.ec.europa.eu/document/download/af1433fd-ed64-4c53-abc7-612a7f16f976_en?filename=mdcg_2023-3_en.pdf
https://health.ec.europa.eu/document/download/af1433fd-ed64-4c53-abc7-612a7f16f976_en?filename=mdcg_2023-3_en.pdf
https://health.ec.europa.eu/document/download/d90b3f63-1d62-43e6-bf5f-fb32ea7c47a2_en?filename=md_2021-12_en.pdf
https://health.ec.europa.eu/document/download/d90b3f63-1d62-43e6-bf5f-fb32ea7c47a2_en?filename=md_2021-12_en.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
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