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LEGISLAGCAO

Portaria n.2 450/2025/1

Saude

Procede a primeira alteracdo a Portaria n.2 237/2024/1, de 1 de outubro,
que define os requisitos de abertura, funcionamento e o procedimento ao
qual obedece a obtencdo de declaracdo de conformidade para as
unidades prestadoras de cuidados de saude detidas por pessoas coletivas
publicas ou abrangidas pelo artigo 13.2 do Decreto-Lei n.2 138/2013, de 9
de outubro.

Nacional

Regulamento de Execucdo (UE) 2025/2526 da Comissao, de
16 de dezembro de 2025, que altera o Regulamento de Execucdo
(UE) 2023/2713 a fim de retificar a designagdo de um laboratério de

Europeia referéncia da UE e designar laboratérios de referéncia da Uniao Europeia
no dominio dos dispositivos médicos para diagndstico in vitro destinados
a detecdo ou quantificacdo de marcadores de infecdo parasitaria e a
detec¢do de marcadores para a determinacao do grupo sanguineo



https://diariodarepublica.pt/dr/detalhe/portaria/450-2025-989749710
https://diariodarepublica.pt/dr/detalhe/portaria/237-2024-889495845
https://diariodarepublica.pt/dr/detalhe/decreto-lei/138-2013-500051
https://eur-lex.europa.eu/legal-content/PT/TXT/?uri=OJ:L_202502526
https://eur-lex.europa.eu/legal-content/PT/TXT/?uri=OJ:L_202502526
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REGULAMENTACAO
Relatério n2 157 da Resposta Sazonal em Saude - Vigilancia e
DGS Monitorizacao

Relatdério n.2 12 da Vacinacao Sazonal 2025/2026

" CMDh

HMA National recommendations for requests to act as RMS [Rev.]
Q&A Submission of variations for human medicinal products [Rev.]

" Human Medicines / Human Regulatory

Guideline on stability testing for applications for variations to a

marketing authorisation [Rev.]

Questions and answers on the Union list of critical medicines [Rev.]

Guideline on the clinical investigation of medicinal products in the

treatment of patients with acute respiratory distress syndrome [Rev.]

European Medicines Agency pre-authorisation procedural advice for

users of the centralised procedure

Frequently asked guestions on the European Shortages Monitoring
EMA Platform (ESMP) [Rev]

Name Review Group form - questions and answers [Rev.]

List of medicines currently in PRIME scheme

. Human and Veterinary Medicines / Human and Veterinary

Regulatory

Shortage Prevention Plan (SPP) and Shortage Mitigation Plan (SMP)
pilot report

Questions and answers on _simpler and more effective rules for medical
Comissao  Jovices

Europeia Questions and answers on the European Biotech Act



https://www.dgs.pt/em-destaque/relatorio-n-157-da-resposta-sazonal-em-saude-vigilancia-e-monitorizacao-pdf.aspx
https://www.dgs.pt/em-destaque/relatorio-n-157-da-resposta-sazonal-em-saude-vigilancia-e-monitorizacao-pdf.aspx
https://www.dgs.pt/em-destaque/relatorio-n-12-da-vacinacao-sazonal-20252026-pdf.aspx
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Application_for_MA/DCP/CMDh_020_2009_Rev35_2025_12_clean_-_DCP_-_Requests_to_act_as_RMS.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/Amended_Variation_Regulation/CMDh_132_2009_Rev64_2025_10_clean_correction_2025_12_-_Q_As_for_the_submission_of_Variations.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-stability-testing-applications-variations-marketing-authorisation-revision-3_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-stability-testing-applications-variations-marketing-authorisation-revision-3_en.pdf
https://www.ema.europa.eu/en/documents/other/questions-answers-union-list-critical-medicines_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-clinical-investigation-medicinal-products-treatment-patients-acute-respiratory-distress-syndrome-revision-2_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-pre-authorisation-procedural-advice-users-centralised-procedure_en.pdf
https://www.ema.europa.eu/en/documents/other/frequently-asked-questions-european-shortages-monitoring-platform-esmp_en.pdf
https://www.ema.europa.eu/en/documents/other/name-review-group-form-questions-answers_en.pdf
https://www.ema.europa.eu/en/documents/other/list-medicines-currently-prime-scheme_en.xlsx
https://www.ema.europa.eu/en/documents/other/shortage-prevention-plan-spp-shortage-mitigation-plan-smp-pilot-report_en.pdf
https://ec.europa.eu/commission/presscorner/detail/en/qanda_25_3078
https://ec.europa.eu/commission/presscorner/detail/en/qanda_25_3079
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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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