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LEGISLACAO

NACIONAL

EUROPEIA

Lein.2 35/2023

Assembleia da Republica

Aprova a Lei da Saude Mental, altera legislagdo conexa, o Codigo Penal, o Codigo da
Execucao das Penas e Medidas Privativas da Liberdade e o Cédigo Civil e revoga a Lei n.2
36/98, de 24 de julho

Resolucao da Assembleia da Republica n.2 91/2023

Assembleia da Republica

Recomenda ao Governo que cumpra a Resolucdo da Assembleia da Republica n.2
337/2021, de 21 de dezembro, que recomenda a constru¢do do novo Hospital de Barcelos

Decisdo de Execucdo (UE) 2023/1521 da Comissao, de 19 de julho de 2023, relativa a
determinadas medidas especiais de controlo de doencas por um periodo limitado
relacionadas com a infecdo pelo virus da dermatose nodular contagiosa em determinados
Estados-Membros [notificada com o nimero C(2023) 4811]

Regulamento (UE) 2023/1490 da Comissdo, de 19 de julho de 2023, gue altera o
Regulamento (CE) n.0 1223/2009 do Parlamento Europeu e do Conselho no que diz
respeito a utilizacdo em produtos cosméticos de determinadas substancias classificadas
como cancerigenas, mutagénicas ou toxicas para a reproducdo
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https://diariodarepublica.pt/dr/detalhe/lei/35-2023-215980339
https://diariodarepublica.pt/dr/detalhe/lei/36-1998-424762
https://diariodarepublica.pt/dr/detalhe/resolucao-assembleia-republica/91-2023-215874462
https://diariodarepublica.pt/dr/detalhe/resolucao-assembleia-republica/337-2021-176235808
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2023.184.01.0077.01.POR&toc=OJ:L:2023:184:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2023.183.01.0007.01.POR&toc=OJ:L:2023:183:TOC
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REGULAGCAO

NACIONAL

INFARMED

Despacho n.2 7606/2023

Saude - Gabinete do Secretario de Estado da Saude

Procede a definicdo dos valores maximos a pagar pelo transporte nao urgente de doentes
que seja instrumental a realizacao das prestagdes de salde no Servico Nacional de Saude
(SNS)

Despacho n.2 7551/2023

Agricultura e Alimentagao - Direcao-Geral de Alimentacao e Veterinaria

Altera as normas complementares relativas aos estabelecimentos de venda a retalho de
medicamentos veterinarios

Despacho n.2 7445/2023

Saude - Gabinete do Ministro

Exonera, a seu pedido, Miguel Castelo-Branco Craveiro Sousa das fun¢des de membro da
Comissao de Etica para a Investigacao Clinica

Despacho n.2 7447/2023

Saude - Direcao-Ceral da Saude

Designacao do Dr. André Peralta Santos para substituir a diretora-geral da Sadde
enquanto Autoridade de Saude Nacional nas suas faltas e impedimentos

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

Circulares e Deliberacdes

Circular Informativa N2 01/CD/100.20.200 de 05/01/2023 | Final do periodo de transicdo
novos ensaios clinicos para Regulamento Europeu de Ensaios Clinicos n2 534 2014 de 16
de abril (publicado a 20.07.2023)

Circular Informativa N2 68/CD/100.20.200 de 14/07/2023 | Projeto Piloto eFl (folheto
informativo em formato eletrénico) - 12 fase -medicamentos de uso exclusivo hospitalar

Noticias

EMA lanca consulta publica a reflexdo sobre Inteligéncia Artificial no ciclo de vida dos
medicamentos

Recomendacdes para prevenir ruturas de antibidticos no proximo inverno

Infarmed Newsletter

Reqguladores mundiais confirmam bom perfil de seguranca das vacinas COVID-19

Alertas

Medicamentos da classe dos agonistas dos recetores glp-1: avaliacdo de um sinal de
seguranca

Agenda

Conferéncia Infarmed: Utilizacdo de Dados em Saude | Inscricdes abertas
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https://diariodarepublica.pt/dr/detalhe/despacho/7606-2023-215988845
https://diariodarepublica.pt/dr/detalhe/despacho/7551-2023-215919334
https://diariodarepublica.pt/dr/detalhe/despacho/7445-2023-215712333
https://diariodarepublica.pt/dr/detalhe/despacho/7447-2023-215712342
https://extranet.infarmed.pt/ServicosOnline-fo/listpmg/listapedidosmedicamentos.jsf
https://www.infarmed.pt/documents/15786/8073749/Final+do+per%C3%ADodo+de+transi%C3%A7%C3%A3o+novos+ensaios+cl%C3%ADnicos+para+Regulamento+Europeu+de+Ensaios+Cl%C3%ADnicos+n%C2%BA+534+2014+de+16+de+abril/59dbb163-fbd0-f13c-3b64-2b8fe0dcbd38?version=1.0
https://www.infarmed.pt/documents/15786/8073749/Projeto+Piloto+eFI+%28folheto+informativo+em+formato+eletr%C3%B3nico%29+%C2%BF+1%C2%AA+fase+-medicamentos+de+uso+exclusivo+hospitalar%C2%A0/02d7e0f9-4e24-91e5-e135-3495bf04d972?version=1.0
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/8975906
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/8972450
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/8971135
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/8970516
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/8976423
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/8844725
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Newsletter DGS n.2 224 de 2023-07-19

NEW - Minutes of the meeting with IPs on variations held on 16 May 2023

NEW - Minutes of the meeting with IPs held on 31 May 2023

NEW - 18-20 July 2023 CMDh agenda

. Human Medicines

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

Report: Applications for new human medicines under evaluation by the CHMP: July 2023

News and press releases: European Health Union: EU steps up action to prevent shortages
of antibiotics for next winter

Newsletter: Human medicines highlights - July 2023

. Human Regulatory

ICH M7 Assessment and control of DNA reactive (mutagenic) impurities in
pharmaceuticals to limit potential carcinogenic risk - Scientific guideline (updated)

Multidisciplinary: artificial intelligence (Al)

. Veterinary Regulatory

Scientific guideline: Guideline on the summary of product characteristics for antiparasitic
veterinary medicinal products - Revision 1 (updated)

Regulatory and procedural guideline: Guideline on the summary of product characteristics
(SPQ) for veterinary medicinal products containing antimicrobial substances - Revision

1 (updated

Other: Questions and answers on the guideline on the SPC for VMPs containing
antimicrobial substances — antibiotic clinical breakpoints that may be included in section
4 2 of the SPC for generic VMPs (updated)

CVMP recommendations on limited market classification and eligibility for authorisation
under Article 23 (updated)

Other: EVVet3 EVWeb Production — Release notes (updated)

Other: EVVET - EVWEB user manual (updated)

. Clinical Trials

Report: Key performance indicators (KPIs) to monitor the European clinical trials
environment (1-30 June 2023, edition 15)

Report: Key performance indicators (KPIs) to monitor the European clinical trials
environment (1-31 May 2023, edition 14) (updated)
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https://www.dgs.pt/wwwbase/newsletter/nl_news_conteudo.aspx?id=605
https://www.hma.eu/human-medicines/cmdh/about-cmdh/contacts-with-representative-organisations.html
https://www.hma.eu/human-medicines/cmdh/about-cmdh/contacts-with-representative-organisations.html
https://www.hma.eu/human-medicines/cmdh/agendas-and-minutes.html#c5391
https://www.ema.europa.eu/documents/report/medicinal-products-human-use-monthly-figures-june-2023_.pdf
https://www.ema.europa.eu/documents/report/applications-new-human-medicines-under-evaluation-chmp-july-2023_en.xlsx
https://www.ema.europa.eu/en/news/european-health-union-eu-steps-action-prevent-shortages-antibiotics-next-winter
https://www.ema.europa.eu/documents/newsletter/human-medicines-highlights-july-2023_en.pdf
https://www.ema.europa.eu/en/ich-m7-assessment-control-dna-reactive-mutagenic-impurities-pharmaceuticals-limit-potential
https://www.ema.europa.eu/en/human-regulatory/research-development/scientific-guidelines/multidisciplinary/multidisciplinary-artificial-intelligence-ai
https://www.ema.europa.eu/documents/scientific-guideline/guideline-summary-product-characteristics-antiparasitic-veterinary-medicinal-products-revision-1_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/guideline-summary-product-characteristics-spc-veterinary-medicinal-products-containing-antimicrobial_en.pdf
https://www.ema.europa.eu/documents/other/questions-answers-guideline-spc-vmps-containing-antimicrobial-substances-antibiotic-clinical_en.pdf
https://www.ema.europa.eu/en/veterinary-regulatory/research-development/veterinary-limited-markets/cvmp-recommendations-limited-market-classification-eligibility-authorisation-under-article-23
https://www.ema.europa.eu/documents/other/evvet3-evweb-production-release-notes_en.pdf
https://www.ema.europa.eu/documents/other/evvet-evweb-user-manual_en.pdf
https://www.ema.europa.eu/documents/report/key-performance-indicators-kpis-monitor-european-clinical-trials-environment-1-30-june-2023-edition_en.pdf
https://www.ema.europa.eu/documents/report/key-performance-indicators-kpis-monitor-european-clinical-trials-environment-1-31-may-2023-edition_en.pdf
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EUROPEIA

. Committees

Agenda: Agenda of the CAT meeting 12-14 July 2023

Agenda: Agenda of the HMPC meeting 17-19 July 2023

Agenda: Agenda - PDCO agenda of the 18-21 July 2023 meeting

Agenda: Agenda of the CHMP meeting 17-20 July 2023

Minutes: Minutes — Executive Steering Group on Shortages and Safety of Medicinal

Products (MSSQ)

Minutes: Minutes of the CHMP meeting 22-25 May 2023

. Corporate

Report: Annual activity report 2022 (updated)

. Events

Tenth industry stakeholder platform on research and development support, from
11/07/2023 to 11/07/2023 (updated)

Shaping a European innovation ecosystem: EU-Innovation network multi-stakeholder
meeting, Hybrid (Madrid and online), from 26/09/2023 to 26/09/2023 (updated)

. Others

News and press releases: OPEN framework extended to a wider range of medicines

Big data (updated)

Other: EMA individual experts' stakeholder database: patients and consumers - Freguently
asked guestions (updated)

Other: Recommendations of the Executive Steering Group on Shortages and Safety of
Medicinal Products on the availability of a subset of antibiotics

SCHEER - Minutes of the WG meeting on the update of the quidelines on the benefit-risk
assessment of the presence of phthalates in certain medical devices of 13 July 2023

Guidance for the transition of clinical trials from the Clinical Trials Directive to the Clinical
Trials Regulation

Horizon Europe: EU Missions on track to meet their 2030 ambition towards a greener and
healthier continent

Questions and Answers - Horizon Europe: EU Missions on track to meet their 2030
ambition towards a greener and healthier continent

World Mental Health Day conference: An EU comprehensive approach that prioritises
sound mental health for all (10 October 2023)

Updated - Factsheet for authorities in non-EU/EEA states on medical devices and in vitro
diagnostic medical devices
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https://www.ema.europa.eu/documents/agenda/agenda-cat-meeting-12-14-july-2023_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-hmpc-meeting-17-19-july-2023_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-pdco-agenda-18-21-july-2023-meeting_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-chmp-meeting-17-20-july-2023_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-executive-steering-group-shortages-safety-medicinal-products-mssg_.pdf
https://www.ema.europa.eu/documents/minutes/minutes-chmp-meeting-22-25-may-2023_en.pdf
https://www.ema.europa.eu/documents/report/annual-activity-report-2022_.pdf
https://www.ema.europa.eu/en/events/tenth-industry-stakeholder-platform-research-development-support
https://www.ema.europa.eu/en/events/shaping-european-innovation-ecosystem-eu-innovation-network-multi-stakeholder-meeting
https://www.ema.europa.eu/en/news/open-framework-extended-wider-range-medicines
https://www.ema.europa.eu/en/about-us/how-we-work/big-data
https://www.ema.europa.eu/documents/other/ema-individual-experts-stakeholder-database-patients-consumers-frequently-asked-questions_en.pdf
https://www.ema.europa.eu/documents/other/recommendations-executive-steering-group-shortages-safety-medicinal-products-availability-subset_.pdf
https://health.ec.europa.eu/latest-updates/scheer-minutes-wg-meeting-update-guidelines-benefit-risk-assessment-presence-phthalates-certain-2023-07-21_en
https://health.ec.europa.eu/latest-updates/guidance-transition-clinical-trials-clinical-trials-directive-clinical-trials-regulation-2023-07-19_en
https://ec.europa.eu/commission/presscorner/detail/en/ip_23_3931
https://ec.europa.eu/commission/presscorner/detail/en/qanda_23_3932
https://health.ec.europa.eu/events/world-mental-health-day-conference-eu-comprehensive-approach-prioritises-sound-mental-health-all-2023-10-10_en
https://health.ec.europa.eu/latest-updates/updated-factsheet-authorities-non-eueea-states-medical-devices-and-vitro-diagnostic-medical-devices-2023-07-17_en
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Esta informagdo é de distribuigdo reservada, destinando-se exclusivamente aos clientes Vieira de Almeida, e ndo deve ser entendida como
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