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Despacho n.2 519/2024

Saude - Gabinete do Ministro

Altera o n.2 4 do artigo 19.2 do Despacho n.2 10319/2014, de 11 de agosto, publicado no
Diario da Republica, 2.2 série, n.2 153, de 11 de agosto de 2014

Nota: Despacho n.2 10319/2014 que determina a estrutura do Sistema Integrado de
Emergéncia Médica (SIEM).

Declaracéo de Retificagdo n.2 30/2024

Saude - Secretaria-Geral

Retifica o Despacho n.2 13266/2023, publicado no Diario da Republica, 2.2 série, n.2 250,
de 29 de dezembro de 2023

Nota:Despacho n.2 13266/2023 que define as competéncias e composi¢do da Comissdo
Nacional de Farmacia e Terapéutica (CNFT) e respetiva articulacdo com as Comissoes de
Farmacia e Terapéutica (CFT), no contexto da aquisicao e utilizagdo de medicamentos em
estabelecimentos e servicos hospitalares do Servico Nacional de Satde (SNS),

Despacho n.2 527/2024

Saude - Direcao Executiva do Servigo Nacional de Saude, I. P.

Designa Maria Margarida Torres de Ornelas, Ana Filipa Horta Oliveira Cardoso Pais,
Anténio Jodo Mendes Moreira, Luis Miguel Santos Filipe e Catarina Raquel Jorge Lopes
Monteiro para exercerem fung¢des no conselho de administracao do Instituto Portugués de
Oncologia de Coimbra Francisco Gentil (IPO), E. P. E.

Deliberacdo n.2 80/2024

Saude - INFARMED - Autoridade Nacional do Medicamento e Produtos de Saude, |.
P.

Subdelegacao de competéncias do conselho diretivo do INFARMED - Autoridade
Nacional do Medicamento e Produtos de Saude, |. P, nos seus membros

Publicacao para efeitos do artigo 152-A do Decreto-Lei n.2 176/2006, de 30 de agosto -
pedidos de autorizacao de introducdo no mercado de medicamentos genéricos

Infarmed Newsletter

Relatério N.2 15 da Vacinacdo Sazonal 2023/2024

Norma 005/2023 de 13/09/2023, atualizada a 12/01/2024

Norma 006/2023 de 26/09/2023, atualizada a 12/01/2024

Orientacdo Conjunta n.2 001/2023, de 29/09/2023

Relatério n.2 57 da Resposta Sazonal em Saude - Vigilancia e Monitorizacao

Medicamentos do aparelho locomotor, usados no tratamento das doencas enddcrinas e
hormonas
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https://diariodarepublica.pt/dr/detalhe/despacho/519-2024-837096649
https://diariodarepublica.pt/dr/detalhe/despacho/10319-2014-55606457
https://diariodarepublica.pt/dr/detalhe/declaracao-retificacao/30-2024-837096653
https://diariodarepublica.pt/dr/detalhe/despacho/13266-2023-835862925
https://diariodarepublica.pt/dr/detalhe/despacho/527-2024-837096875
https://diariodarepublica.pt/dr/detalhe/deliberacao/80-2024-837096878
https://extranet.infarmed.pt/ServicosOnline-fo/listpmg/listapedidosmedicamentos.jsf
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/9713836
https://www.dgs.pt/em-destaque/relatorio-n-15-da-vacinacao-sazonal-20232024.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/normas-e-circulares-normativas/norma-0052023-de-13092023-atualizada-a-12012024.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/normas-e-circulares-normativas/norma-0062023-de-26092023-atualizada-a-12012024.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/orientacoes-e-circulares-informativas/orientacao-conjunta-n-0012023-de-29092023.aspx
https://www.dgs.pt/em-destaque/relatorio-n-57-da-resposta-sazonal-em-saude-vigilancia-e-monitorizacao.aspx
https://www.catalogo.min-saude.pt/CEC/Publico/PubConcurso.aspx?SeqConc=644
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. Human Medicines

Potential risk of neurodevelopmental disorders in children born to men treated with
valproate medicines: PRAC recommends precautionary measures

Document: Human medicines highlights 2023

. Human Regulatory

Document: Contact details of national competent authorities for requests of translation
exemptions falling under Art. 63.3 of Directive 2001/83/EC and cases of shortages

Document: Member states contact points for review of national versions of the content of
mobile scanning and other technologies

Document: Contact details of national competent authorities for requests to use a sticker
to place the Unigue Identifier on the outer/immediate packaging of centrally approved
products

Document: List of centrally authorised products requiring a notification of a change for
update of annexes

Document: Policy on the determination of the condition(s) for a paediatric investigation
plan (PIP) / waiver (scope of the PIP / waiver)

Document: Article 57 product data

Quality of medicines questions and answers: Part 2

Product-specific bioequivalence guidance

Document: Applications for new human medicines under evaluation: January 2024

Document: Guidance on paediatric submissions

. Veterinary Regulatory

Document: Recommended submission dates for veterinary medicinal products

Document: Annex to interim measures regarding notification of pharmacovigilance alerts
by marketing authorisation holders under Regulation (EU) 2019/6: contact points

. Human and Veterinary Regulatory

Document: |RIS guide for applicants - How to create and submit scientific applications, for
industry and individual applicants

Big data
. Committees

Meeting highlights from the Pharmacovigilance Risk Assessment Committee (PRAC) 8-11
January 2024

. Corporate

Document: Membership list: HMA-EMA joint Big Data Steering Group

Document: Big Data Steering Group (BDSG): 2023 report
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https://www.ema.europa.eu/en/news/potential-risk-neurodevelopmental-disorders-children-born-men-treated-valproate-medicines-prac-recommends-precautionary-measures
https://www.ema.europa.eu/en/documents/other/human-medicines-highlights-2023_en.pdf
https://www.ema.europa.eu/en/documents/other/contact-details-national-competent-authorities-requests-translation-exemptions-falling-under-art-633-directive-2001-83-ec-and-cases-shortages_en.pdf
https://www.ema.europa.eu/en/documents/other/member-states-contact-points-review-national-versions-content-mobile-scanning-and-other-technologies_en.pdf
https://www.ema.europa.eu/en/documents/other/contact-details-national-competent-authorities-requests-use-sticker-place-unique-identifier-outer-immediate-packaging-centrally-approved-products_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/list-centrally-authorised-products-requiring-notification-change-update-annexes_en.pdf
https://www.ema.europa.eu/en/documents/other/policy-determination-conditions-paediatric-investigation-plan-pip-waiver-scope-pip-waiver_en.pdf
https://www.ema.europa.eu/en/documents/other/article-57-product-data_en.xlsx
https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/scientific-guidelines/quality-medicines-qa-introduction/quality-medicines-questions-and-answers-part-2
https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/scientific-guidelines/clinical-pharmacology-and-pharmacokinetics/product-specific-bioequivalence-guidance
https://www.ema.europa.eu/en/documents/other/applications-new-human-medicines-under-evaluation-january-2024_en.xlsx
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guidance-paediatric-submissions_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/recommended-submission-dates-veterinary-medicinal-products_en.pdf
https://www.ema.europa.eu/en/documents/other/annex-interim-measures-regarding-notification-pharmacovigilance-alerts-marketing-authorisation-holders-under-regulation-eu-2019-6-contact-points_en.pdf
https://www.ema.europa.eu/en/documents/other/iris-guide-applicants-how-create-and-submit-scientific-applications-industry-and-individual-applicants_en.pdf
https://www.ema.europa.eu/en/about-us/how-we-work/big-data
https://www.ema.europa.eu/en/news/meeting-highlights-pharmacovigilance-risk-assessment-committee-prac-8-11-january-2024
https://www.ema.europa.eu/en/documents/other/membership-list-hma-ema-joint-big-data-steering-group_en.pdf
https://www.ema.europa.eu/en/documents/report/big-data-steering-group-bdsg-2023-report_en.pdf
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. Clinical Trials

Clinical Trials Information System: training and support

. Events

Event: Second European Medicines Agency (EMA) and European Confederation of
Pharmaceutical Entrepreneurs (EUCOPE) bilateral meeting (updated with agenda and
meeting highlights)

Event: Committee for Medicinal Products for Veterinary Use (CVMP): 16-18 January
2024 (updated with the agenda)

Overview of language requirements for manufacturers of medical devices

Minutes - 31st meeting of the Expert Group on Health Systems Performance
Assessment (HSPA) (30 November 2023)

Minutes - Public Health Expert Group (6 December 2023)

Commission opens participation to Critical Medicines Alliance

The European Commission's Health Emergency Preparedness and Response Authority
(HERA) launched today an open call for expression of interest to join the Critical
Medicines Alliance

Summary report - HTA Stakeholder Network (17 November 2023)
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https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/clinical-trials-human-medicines/clinical-trials-information-system-training-and-support
https://www.ema.europa.eu/en/events/second-european-medicines-agency-ema-and-european-confederation-pharmaceutical-entrepreneurs-eucope-bilateral-meeting
https://www.ema.europa.eu/en/events/committee-medicinal-products-veterinary-use-cvmp-16-18-january-2024
https://health.ec.europa.eu/publications/overview-language-requirements-manufacturers-medical-devices_en
https://health.ec.europa.eu/latest-updates/minutes-31st-meeting-expert-group-health-systems-performance-assessment-hspa-30-november-2023-2024-01-18_en
https://health.ec.europa.eu/latest-updates/minutes-public-health-expert-group-6-december-2023-2024-01-17_en
https://ec.europa.eu/commission/presscorner/detail/en/ip_24_182
https://health.ec.europa.eu/latest-updates/summary-report-hta-stakeholder-network-17-november-2023-2024-01-11_en
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saude@vda.pt

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 cépia ou circulagdo. A informagdo proporcionada e as opiniGes
expressas sao de carater geral, ndo substituindo o recurso a aconselhamento juridico adequado para a resolugdo de casos concretos.



