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LEGISLACAO

Resolucido do Conselho de Ministros n.2 21/2024

NACIONAL Presidéncia do Conselho de Ministros
Autoriza a Administragdo Central do Sistema de Saude, |. P, a realizar a despesa inerente a celebragéo
de um acordo de cooperacdo com a Associagao Protetora dos Diabéticos de Portugal

EUROPEIA Medicamentos — Lista de autorizagdes de introducéo no mercado concedidas pelos
estados EEE/EFTA no primeiro semestre de 2023 — Subcomité | — livre circulacdo de mercadorias
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https://diariodarepublica.pt/dr/detalhe/resolucao-conselho-ministros/21-2024-839326796
https://eur-lex.europa.eu/legal-content/PT/TXT/?uri=OJ:C_202401116
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REGULAGCAO

Despacho n.2 1041/2024

Ciéncia, Tecnologia e Ensino Superior e Saude - Gabinetes da Ministra da Ciéncia,
Tecnologia e Ensino Superior e da Secretaria de Estado da Promogao da Saude
Define os instrumentos a desenvolver no ambito do Programa de Estimulo a Investigacao
Cientifica na Area da Satde «Satde+Ciénciar

Avison.21894/2024

Saude - INFARMED - Autoridade Nacional do Medicamento e Produtos de Saude, 1. P.
Renovagdo da comissao de servigo do trabalhador Vasco Bettencourt do Espirito Santo Nunes
no cargo de diretor da Unidade de Licenciamentos, da Dire¢do de Inspecdo e Licenciamento

Aviso n.21896/2024

Sadde - INFARMED - Autoridade Nacional do Medicamento e Produtos de Saude, 1. P.
Renovagao de comissao de servico da trabalhadora Maria Fernanda Ralha Henriques Matos no
cargo de diretora de Inspecdo e Licenciamentos

NACIONAL Despacho n.2 737/2024

Saude - Gabinete da Secretaria de Estado da Promocao da Saude

Subdelega na diretora-geral da Salde a competéncia para a pratica de todos os atos
necessarios a realizar nos termos da Resolugdo do Conselho de Ministros n.2 37/2022, de 4 de
abril, alterada pela Resolu¢ao do Conselho de Ministros n.2 205/2023, de 28 de dezembro

Despacho n.2 738/2024

Saude - Gabinete da Secretaria de Estado da Promocao da Saude

Subdelega na diretora-geral da Salde a competéncia para a pratica de todos os atos
necessarios a aquisicao de vacinas contra a doenga COVID-19, a realizar nos termos da
Resolugao do Conselho de Ministros n.2 113/2023, de 22 de setembro

Aviso (extrato) n.2 1525/2024

Saude - Inspecao-Geral das Atividades em Saude

Consulta publica do projeto de regulamento do procedimento de inspecao da Inspegao-Geral
das Atividades em Saude

Publicacdo para efeitos do artigo 152-A do Decreto-Lein.2 176/2006, de 30 de agosto -
pedidos de autorizacdo de introdug¢do no mercado de medicamentos genéricos

Nota Informativa de 24/01/2024 | Produtos sem finalidade médica do Anexo XVI do
Regulamento dos Dispositivos Médicos - Alteracao das disposi¢des transitorias

INFARMED Circular Informativa 007/CD/100.20.200 de 19/01/2024 | Norma orientadora "COVID-19:
Medidas excecionais no ambito da realizacdao de Ensaios Clinicos, durante o periodo de risco
para a saude publica” 11.05.2020 - Relatério medidas implementadas.

Circular Informativa 006/CD/550.20.001 de 19/01/2024 | Medicamentos contendo valproato:
medidas para evitar a exposicao paterna antes da concecao

Newsletter DGS n.2 242 de 2024-01-25

Relatério N.2 16 da Vacinacdo Sazonal 2023/2024

DGS

Concurso Nacional conjunto entre o Programa Nacional para as Doencas Oncoldgicas da DGS e
a AlCIB

Relatério n.2 58 da Resposta Sazonal em Saude - Vigilancia e Monitorizacdo
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https://diariodarepublica.pt/dr/detalhe/despacho/1041-2024-839219926
https://diariodarepublica.pt/dr/detalhe/aviso/1894-2024-838996446
https://diariodarepublica.pt/dr/detalhe/aviso/1896-2024-838996448
https://diariodarepublica.pt/dr/detalhe/despacho/737-2024-838493673
https://diariodarepublica.pt/dr/detalhe/despacho/738-2024-838493674
https://diariodarepublica.pt/dr/detalhe/aviso-extrato/1525-2024-838325389
https://extranet.infarmed.pt/ServicosOnline-fo/listpmg/listapedidosmedicamentos.jsf
https://www.infarmed.pt/documents/15786/9677612/Produtos+sem+finalidade+m%C3%A9dica+do+Anexo+XVI+do+Regulamento+dos+Dispositivos+M%C3%A9dicos+-+Altera%C3%A7%C3%A3o+das+disposi%C3%A7%C3%B5es+transit%C3%B3rias/3ebac2e2-907d-b379-eb66-1ffd6f8c6086
https://www.infarmed.pt/documents/15786/9677612/Norma+orientadora+%27%27COVID-19%3A+Medidas+excecionais+no+%C3%A2mbito+da+realiza%C3%A7%C3%A3o+de+Ensaios+Cl%C3%ADnicos%2C+durante+o+per%C3%ADodo+de+risco+para+a+sa%C3%BAde+p%C3%BAblica%27%27+11.05.2020+%C2%BF+Relat%C3%B3rio+medidas+implementadas/b6bf7689-f13e-034d-735d-9657c01163d7
https://extranet.infarmed.pt/web/fl/matedu/SEGURANCA/2024/1/157604/7e7f2385050c435fba638302eacf3efa_006.pdf
https://www.dgs.pt/publicacoes/newsletter.aspx?v=%3d%3dBAAAAB%2bLCAAAAAAABABLszU0AgAyVzAdBAAAAA%3d%3d
https://www.dgs.pt/em-destaque/relatorio-n-16-da-vacinacao-sazonal-20232024.aspx
https://www.dgs.pt/em-destaque/concurso-nacional-conjunto-entre-o-programa-nacional-para-as-doencas-oncologicas-da-dgs-e-a-aicib.aspx
https://www.dgs.pt/em-destaque/relatorio-n-58-da-resposta-sazonal-em-saude-vigilancia-e-monitorizacao.aspx
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Procedimentos Em Submisséo de Propostas (Saude)

Informacao de Detalhe do Procedimento 2024 / 782 - Medicamentos usados em afecdes
oculares e otorrinolaringoldgicas

SPMS Publicacdes
Lista de Entrada em Vigor 24.01.2024 AQ - Transversais
Lista de Entrada em Vigor Saude 19.01.2024
CMDh
NEW - 23-25 January 2024 CMDh agenda
HMA
CMDv
List of Members and alternates
. Human Regulatory
Multi-annual artificial intelligence workplan 2023-2028: HMA-EMA joint Big Data
Steering Group
Submission deadlines for paediatric applications 2024-2026
QRD Appendix V - Adverse-drug-reaction reporting details
QRD PSUR annex 1V template
PSUSA nationally authorised products template
Guideline on the clinical evaluation of anticancer medicinal products - Revision 6
Paediatric investigation plans
Orphans: Regulatory and procedural guidance and forms
EMA

. Veterinary Regulatory

Veterinary medicinal products for zootechnical purposes - Scientific quideline

Union Product Database

Veterinary medicines highlights 2023

. Human and Veterinary Regulatory

Innovation in medicines

Annex - National provisions for SMEs applicable to the pharmaceutical sector

User guide for micro, small and medium-sized enterprises

Regulatory Procedure Management (RPM) for the Product Lifecycle Management (PLM)
- Frequently asked guestions
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https://www.catalogo.min-saude.pt/CEC/Publico/PubConcurso.aspx?SeqConc=648
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=G
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=G
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Agendas_and_Minutes/Agendas/2024_01_CMDh_Agenda.pdf
https://www.hma.eu/veterinary-medicines/cmdv/about-cmdv/cmdv-composition.html#c6477
https://www.ema.europa.eu/en/documents/work-programme/multi-annual-artificial-intelligence-workplan-2023-2028-hma-ema-joint-big-data-steering-group_en.pdf
https://www.ema.europa.eu/en/documents/other/submission-deadlines-paediatric-applications-2024-2026_en.pdf
https://www.ema.europa.eu/en/documents/template-form/qrd-appendix-v-adverse-drug-reaction-reporting-details_en.docx
https://www.ema.europa.eu/en/documents/template-form/qrd-psur-annex-iv-template_en.docx
https://www.ema.europa.eu/en/documents/template-form/psusa-nationally-authorised-products-template_en.docx
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-clinical-evaluation-anticancer-medicinal-products-revision-6_en.pdf
https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/paediatric-medicines-research-and-development/paediatric-investigation-plans
https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/orphan-designation-research-and-development/applying-orphan-designation/orphans-regulatory-and-procedural-guidance-and-forms
https://www.ema.europa.eu/en/veterinary-medicinal-products-zootechnical-purposes-scientific-guideline
https://www.ema.europa.eu/en/veterinary-regulatory-overview/veterinary-medicinal-products-regulation/union-product-database
https://www.ema.europa.eu/en/documents/other/veterinary-medicines-highlights-2023_en.pdf
https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/innovation-medicines
https://www.ema.europa.eu/en/documents/other/annex-national-provisions-smes-applicable-pharmaceutical-sector_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/user-guide-micro-small-and-medium-sized-enterprises_en.pdf
https://www.ema.europa.eu/en/documents/other/regulatory-procedure-management-rpm-product-lifecycle-management-plm-frequently-asked-questions_en.pdf
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EMA

COMISSAO
EUROPEIA

. Committees

Meeting highlights from the Committee for Veterinary Medicinal Products (CVMP) 16-
17 January 2024

. Events

Enpr-EMA Coordinating Group and networks meeting

EMA and EORTC multi-stakeholder workshop on soft tissue and bone sarcoma

Commission report finds active competition enforcement continues to contribute to
affordable and innovative medicines

Summary record - 101st meeting of the Pharmaceutical Committee (23 November

2023

Commission proposes to extend transition periods for certain [VDs, gradual roll-out of
Eudamed and an information obligation in case of interruption of supply
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https://www.ema.europa.eu/en/news/meeting-highlights-committee-veterinary-medicinal-products-cvmp-16-17-january-2024
https://www.ema.europa.eu/en/events/enpr-ema-coordinating-group-and-networks-meeting-1
https://www.ema.europa.eu/en/events/ema-and-eortc-multi-stakeholder-workshop-soft-tissue-and-bone-sarcoma
https://ec.europa.eu/commission/presscorner/detail/en/ip_24_413
https://health.ec.europa.eu/latest-updates/summary-record-101st-meeting-pharmaceutical-committee-23-november-2023-2024-01-23_en
https://health.ec.europa.eu/latest-updates/commission-proposes-extend-transition-periods-certain-ivds-gradual-roll-out-eudamed-and-information-2024-01-23_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.



