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INFARMED
Deliberação n.º 18/CD/2025 | Atualização do anexo da Portaria n.º 160/2023, de 12 
de junho, com a inclusão de novas formas farmacêuticas do medicamento 
manipulado cromoglicato de sódio

EMA

Human Medicines / Human Regulatory
List of centrally authorised products with safety-related changes to the product 
information

Human and Veterinary Medicines / Human and Veterinary Regulatory
Regulatory Procedure Management (RPM) for the Product Lifecycle Management 
(PLM) - Frequently asked questions

Clinical Trials
Frequently asked questions (FAQs): How to create, submit and withdraw a Clinical 
Trial Application - CTIS Training Programme - Module 10 [Rev.]
Frequently asked questions (FAQs) : How to create and submit an annual safety 
report and respond to related requests for information - CTIS Training Programme - 
Module 18 [Rev.]

REGULAMENTAÇÃO

COMISSÃO EUROPEIA Frequently Asked Questions on the European Health Data Space

LEGISLAÇÃO

NACIONAL

Portaria n.º 82/2025/1
Saúde
Cria o regime excecional de comparticipação de tecnologias de saúde para a 
nutrição entérica.

EUROPEIA Regulation (EU) 2025/327 on the European Health Data Space and amending 
Directive 2011/24/EU and Regulation (EU) 2024/2847

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=https%3A%2F%2Fwww.infarmed.pt%2Fweb%2Finfarmed%2Finfarmed%3Fp_auth%3DQsEO98Y1%26p_p_id%3D3%26p_p_lifecycle%3D1%26p_p_state%3Dnormal%26p_p_state_rcv%3D1&_101_assetEntryId=11051798&_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_modifieddayTo%3D1%26_3_cur%3D1%26_3_modifiedyearTo%3D2023%26_3_entryClassName%3D%26_3_keywords%3DDelibera%25C3%25A7%25C3%25A3o%26_3_formDate%3D1690882615127%26_3_modifieddayFrom%3D31%26_3_format%3D%26_3_modifiedyearFrom%3D2023%26_3_modifiedfrom%3D31%252F07%252F2023%26_3_documentsSearchContainerPrimaryKeys%3D15_PORTLET_9013465%252C15_PORTLET_8950437%252C15_PORTLET_8934374%252C15_PORTLET_8832286%252C15_PORTLET_8818025%252C15_PORTLET_8786225%252C15_PORTLET_8732257%252C15_PORTLET_8715638%252C15_PORTLET_8704657%252C20_PORTLET_8704635%252C20_PORTLET_8702774%252C15_PORTLET_8623738%252C15_PORTLET_8611909%252C15_PORTLET_8517434%252C15_PORTLET_8514262%252C15_PORTLET_8364370%252C15_PORTLET_8347753%252C15_PORTLET_8313330%252C20_PORTLET_8274332%252C15_PORTLET_7787161%26_3_reorderBy%3DorderByDate%26_3_assetCategoryIds%3D%26_3_modifiedselection%3D0%26_3_assetTagNames%3D%26_3_modifiedmonthTo%3D7%26_3_modified%3D%26_3_modifiedmonthFrom%3D6%26_3_modifiedto%3D01%252F08%252F2023%26_3_struts_action%3D%252Fsearch%252Fsearch
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/other/regulatory-procedure-management-rpm-product-lifecycle-management-plm-frequently-asked-questions_en.pdf
https://www.ema.europa.eu/en/documents/other/regulatory-procedure-management-rpm-product-lifecycle-management-plm-frequently-asked-questions_en.pdf
https://www.ema.europa.eu/en/documents/other/faqs-how-create-submit-withdraw-clinical-trial-application-ctis-training-programme-module-10_en.pdf
https://www.ema.europa.eu/en/documents/other/faqs-how-create-submit-withdraw-clinical-trial-application-ctis-training-programme-module-10_en.pdf
https://www.ema.europa.eu/en/documents/other/frequently-asked-questions-faqs-how-create-and-submit-annual-safety-report-and-respond-related-requests-information-ctis-training-programme-module-18_en.pdf
https://www.ema.europa.eu/en/documents/other/frequently-asked-questions-faqs-how-create-and-submit-annual-safety-report-and-respond-related-requests-information-ctis-training-programme-module-18_en.pdf
https://www.ema.europa.eu/en/documents/other/frequently-asked-questions-faqs-how-create-and-submit-annual-safety-report-and-respond-related-requests-information-ctis-training-programme-module-18_en.pdf
https://health.ec.europa.eu/latest-updates/frequently-asked-questions-european-health-data-space-2025-03-05_en
https://diariodarepublica.pt/dr/detalhe/portaria/82-2025-909595546
https://eur-lex.europa.eu/legal-content/PT/TXT/HTML/?uri=OJ:L_202500327
https://eur-lex.europa.eu/legal-content/PT/TXT/HTML/?uri=OJ:L_202500327


Esta informação é de distribuição reservada, destinando-se exclusivamente aos clientes Vieira de Almeida, e não deve ser entendida como 
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