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Estimativas Agregações Centralizadas PNV 2025
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EMA

Human Medicines / Human Regulatory
Presentation - The summary-of-product-characteristics guideline and paediatric 
aspects
Register of deadlines to put a medicinal product on the market In accordance with 
Article 33 of the Regulation (EC) No 1901/2006 of the European Parliament and of 
the Council of 12 December 2006
Questions and answers about the SEND proof-of-concept for industry: Scope, terms 
of participation and data submission process
Guideline on allergen products development for immunotherapy and allergy 
diagnosis in moderate to low-sized study populations

Infarmed

Circular Informativa n.º 074/CD/100.20.200 | Sistema de Preços de Referência - 3º 
Trimestre de 2025 (julho)
Deliberação n.º 068/CD/2025 | Sistema de Preços de Referência - 3º Trimestre de 
2025

REGULAMENTAÇÃO

CEIC

Recomendações - Ensaios Clínicos Transfronteiriços
A CEIC colabora na elaboração das recomendações para ensaios clínicos 
transfronteiriços.
Para consulta das recomendações no link

Comissão Europeia

Questions & Answers regarding performance studies of in vitro diagnostic medical 
devices under regulation (EU) 2017/746 (June 2025)
Qualification and classification of software - Regulation (EU) 2017/745 and 
Regulation (EU) 2017/746 (June 2025) [Rev.]
FAQ on Interplay between the Medical Devices Regulation & In vitro Diagnostic 
Medical Devices Regulation and the Artificial Intelligence Act (June 2025)
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