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LEGISLACAO

Declaragdo n.2 5/2023
Assembleia da Republica

NACIONAL Designagao de quatro membros para o Conselho Nacional
de Procriagdo Medicamente Assistida

Resumo das decisdes da Unido Europeia relativas as autorizacdes de introducdo

no mercado dos medicamentos de 1 de julho de 2023 a 31 de julho de 2023
EUROPEIA [Publicado nos termos do artigo 13.0 ou do artigo 38.0 do Requlamento (CE)

Nn.0 726/2004 do Parlamento Europeu e do Conselho ou do artigo 5.0

do Regulamento (UE) 2019/6 do Parlamento Europeu e do Conselho]

28 de agosto a 1 de setembro de 2023


https://diariodarepublica.pt/dr/detalhe/declaracao/5-2023-220949540
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2023.309.01.0001.01.POR&toc=OJ:C:2023:309:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2023.309.01.0001.01.POR&toc=OJ:C:2023:309:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2023.309.01.0001.01.POR&toc=OJ:C:2023:309:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2023.309.01.0001.01.POR&toc=OJ:C:2023:309:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2023.309.01.0001.01.POR&toc=OJ:C:2023:309:TOC
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REGULACAO

NACIONAL

INFARMED

Despacho n.2 8893/2023

Saude - Direg¢do Executiva do Servico Nacional de Satde, I. P.

Designa os membros do conselho de administragdo da Unidade Local de Saude do Litoral
Alentejano, E. P. E,, para o mandato de 2023-2025

Despacho n.2 8794/2023

Finangas e Ciéncia, Tecnologia e Ensino Superior - Gabinetes da Ministra da Ciéncia,
Tecnologia e Ensino Superior e do Secretdrio de Estado dos Assuntos Fiscais
Reconhece que a atividade desenvolvida pelo Centro de Neurociéncias e

Biologia Celular é de natureza cientifica

Despacho n.2 8795/2023

Finangas e Ciéncia, Tecnologia e Ensino Superior - Gabinetes da Ministra da Ciéncia,
Tecnologia e Ensino Superior e do Secretdrio de Estado dos Assuntos Fiscais
Reconhece que a atividade desenvolvida pelo Instituto Gulbenkian de Ciéncia

é de natureza cientifica

Deliberacdo (extrato) n.2 838/2023

Hospital de Santa Maria Maior, E. P. E.

Nomeagdo em regime de comissao de servigo para o cargo de diretor do servigo

de patologia clinica do Hospital Santa de Maria Maior, E. P. E., do médico especialista
de patologia clinica Dr. Carlos André Ferreira Pinto Alvares de Carvalho

Deliberacido n.2 827/2023

Saude - INFARMED - Autoridade Nacional do Medicamento e Produtos de Saude, I. P.
Aprovacgéo da lista de medicamentos essenciais de natureza critica,

prevista no artigo 6.2 da Portaria n.2 235/2023, de 27 de julho

[Nota: Cfr. Deliberacao n.2 054/CD/2023, de 27 de julho -

Aprova a lista de medicamentos essenciais de natureza critica,

prevista no artigo 6.2 da Portaria n.2 235/2023, de 27 de julho]

Despacho n.2 8731/2023

Saude - Gabinete da Secretdria de Estado da Promogéo da Saude

Determina que a vacina contra a gripe sazonal é gratuita na época de 2023/2024
para pessoas com idade igual ou superior a 60 anos, bem como para outros
grupos-alvo prioritarios, definidos em norma anual da Direcao-Geral da Saude

Despacho n.2 8729/2023

Finangas e Saude - Gabinetes do Ministro da Saude e do Secretdrio

de Estado do Tesouro

Determina a demissao, por mera conveniéncia, de Pedro Paulo Valente Gentil Soares
Branco, do cargo de vogal executivo com fungdes de diretor clinico do conselho

de administragdo do Centro Hospitalar Universitario de Lisboa Central, E. P. E.

Deliberacao (extrato) n.2 834/2023

Hospital de Santa Maria Maior, E. P. E.

Nomeagdo em regime de comissao de servico para o cargo de diretora do servigo
de urgéncia do Hospital Santa Maria Maior, E. P. E.,, da médica especialista

de medicina interna Dr.2 Helena Raquel de Castro Lopes Lobo Martins Pires

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

28 de agosto a 1 de setembro de 2023


https://diariodarepublica.pt/dr/detalhe/despacho/8893-2023-221101484
https://diariodarepublica.pt/dr/detalhe/despacho/8794-2023-221068784
https://diariodarepublica.pt/dr/detalhe/despacho/8795-2023-221068785
https://diariodarepublica.pt/dr/detalhe/deliberacao-extrato/838-2023-221068869
https://diariodarepublica.pt/dr/detalhe/deliberacao/827-2023-221029319
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=%2Fweb%2Finfarmed&_101_assetEntryId=9015579&_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_redirect%3D%252Fweb%252Finfarmed%26_3_keywords%3Ddelibera%25C3%25A7%25C3%25A3o%26_3_groupId%3D15786%26_3_struts_action%3D%252Fsearch%252Fsearch%26_3_reorderBy%3DorderByDate
https://diariodarepublica.pt/dr/detalhe/despacho/8731-2023-221029305
https://diariodarepublica.pt/dr/detalhe/despacho/8729-2023-221029294
https://diariodarepublica.pt/dr/detalhe/deliberacao-extrato/834-2023-221029616
https://extranet.infarmed.pt/ServicosOnline-fo/listpmg/listapedidosmedicamentos.jsf
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Human Medicines

Template or form: QRD Appendix V - Adverse-drug-reaction reporting details (updated)

Report Medicinal products for human use: monthly figures - July 2023

Human Regulatory

COVID-19 public health emergency of international concern (2020-23)

News and press releases: Comirnaty: EMA recommends approval
of adapted COVID-19 vaccine targeting Omicron XBB.1.5

How to prepare and review a summary of product characteristics (updated)

Risk management plans (updated)

Veterinary Regulatory

EU veterinary big data workplan to 2025 (updated)

Committees

EMA PRAC: Agendas, minutes and highlights (updated)

Corporate

Regulatory and procedural guideline: Member states contact points
for translations review (updated)

Events

Clinical Trials Information System (CTIS) bitesize talk: Part |-only applications
and Part Il requirements in CTIS , Online, 15:30 - 17:00 Amsterdam time (CEST),
from 30/08/2023 to 30/08/2023 (updated)

ACT EU PAO4 - Multi-stakeholder Workshop on ICH E6 R3 - Public Consultation,
Online and European Medicines Agency, Amsterdam, the Netherlands,
from 13/07/2023 to 14/07/2023 (updated)

Others

Scientific publications (updated)

Template or form: Template: Declaration for the risk management plan (RMP)
publication (updated)

COVID-19: Commission authorises adapted COVID-19 vaccine
for Member States' autumn vaccination campaigns

MDR and VDR Communication Survey

COMISSAO , . 4
Presentations - EUHPP Stakeholder Webinar on Meeting on
EUROPEIA EU Reference Laboratories (EURLS) for public health (29 August 2023)

Minutes - Fourth meeting of the HERA Civil Society Forum (30 June 2023)

Pharmaceuticals - changes to marketing authorisations (review of EU rules)

28 de agosto a 1 de setembro de 2023


https://www.ema.europa.eu/documents/template-form/qrd-appendix-v-adverse-drug-reaction-reporting-details_en.docx
https://www.ema.europa.eu/documents/report/medicinal-products-human-use-monthly-figures-july-2023_.pdf
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/covid-19-public-health-emergency-international-concern-2020-23-0
https://www.ema.europa.eu/en/news/comirnaty-ema-recommends-approval-adapted-covid-19-vaccine-targeting-omicron-xbb15
https://www.ema.europa.eu/en/news/comirnaty-ema-recommends-approval-adapted-covid-19-vaccine-targeting-omicron-xbb15
https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/product-information/how-prepare-review-summary-product-characteristics
https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/pharmacovigilance/risk-management/risk-management-plans
https://www.ema.europa.eu/documents/other/eu-veterinary-big-data-workplan-2025_en.pdf
https://www.ema.europa.eu/en/committees/prac/prac-agendas-minutes-highlights
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/member-states-contact-points-translations-review_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/member-states-contact-points-translations-review_en.pdf
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-bitesize-talk-part-i-only-applications-part-ii-requirements
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-bitesize-talk-part-i-only-applications-part-ii-requirements
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-bitesize-talk-part-i-only-applications-part-ii-requirements
https://www.ema.europa.eu/en/events/act-eu-pa04-multi-stakeholder-workshop-ich-e6-r3-public-consultation
https://www.ema.europa.eu/en/events/act-eu-pa04-multi-stakeholder-workshop-ich-e6-r3-public-consultation
https://www.ema.europa.eu/en/events/act-eu-pa04-multi-stakeholder-workshop-ich-e6-r3-public-consultation
https://www.ema.europa.eu/en/news-events/publications/scientific-publications
https://www.ema.europa.eu/documents/template-form/template-declaration-risk-management-plan-rmp-publication_en.docx
https://www.ema.europa.eu/documents/template-form/template-declaration-risk-management-plan-rmp-publication_en.docx
https://ec.europa.eu/commission/presscorner/detail/en/ip_23_4301
https://ec.europa.eu/commission/presscorner/detail/en/ip_23_4301
https://health.ec.europa.eu/latest-updates/mdr-and-ivdr-communication-survey-2023-08-31_en
https://health.ec.europa.eu/latest-updates/presentations-euhpp-stakeholder-webinar-meeting-eu-reference-laboratories-eurls-public-health-29-2023-08-31_en
https://health.ec.europa.eu/latest-updates/presentations-euhpp-stakeholder-webinar-meeting-eu-reference-laboratories-eurls-public-health-29-2023-08-31_en
https://health.ec.europa.eu/latest-updates/minutes-fourth-meeting-hera-civil-society-forum-30-june-2023-2023-08-30_en
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/13561-Pharmaceuticals-changes-to-marketing-authorisations-review-of-EU-rules-_en

ontactos

saude@vda.pt

Esta informacdo 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 opinides
expressas sdo de carater geral, ndo substituindo o recurso a aconselhamento juridico adequado para a resolugdo de casos concretos.



