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Deliberacdo n.2 924/2023

Saude - Administragao Regional de Saude do Norte, I. P.
Nomeagao de coordenador para a Coordenag&o do Internato Médico de Medicina Geral e
Familiar da Zona Norte

Deliberacdo n.2 926/2023

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

Subdelegac&o de competéncias do conselho diretivo do INFARMED - Autoridade
Nacional do Medicamento e Produtos de Salde, |. P, nos seus membros

Despacho n.2 9651/2023

Negécios Estrangeiros e Saude - Gabinetes dos Ministros dos Negécios Estrangeiros
e da Saude

Estabelece um programa conjunto plurianual de cooperacgao para o desenvolvimento no
dominio da satde (2030)

Publicacao 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 95/CD/100.20.200 de 18/09/2023 | Sistema de Precos de Referéncia
- 42 Trimestre de 2023

Deliberacdo 64/CD/2023 de 14/09/2023 | Sisterna de Precos de Referéncia - Aditamento
de novos grupos homogéneos - 42 Trimestre de 2023

Noticias

Infarmed Noticias n.2 80 de setembro de 2023

Esclarecimentos: Medicamentos essenciais de natureza critica

Infarmed Newsletter N2 232 - 15.setembro.2023

Infarmed 30 anos: entrevista com Eurico Castro Alves

SNS faz 44 anos

Agenda

Conferéncia Infarmed: Utilizacdo de Dados em Saude | Consulte o programa atualizado e a
pagina dedicada

11 a 15 de setembro de 2023


https://diariodarepublica.pt/dr/detalhe/deliberacao/924-2023-221904052
https://diariodarepublica.pt/dr/detalhe/deliberacao/926-2023-221904072
https://diariodarepublica.pt/dr/detalhe/despacho/9651-2023-221827855
https://extranet.infarmed.pt/ServicosOnline-fo/listpmg/listapedidosmedicamentos.jsf
https://www.infarmed.pt/documents/15786/8073749/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+-+4%C2%BA+Trimestre+de+2023+%28outubro%29/ae6eb0e6-0113-abe3-7242-3026570ea9d7?version=1.0
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=9249564&_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%2587%25C3%2583O%26_3_groupId%3D15786%26_3_struts_action%3D%252Fsearch%252Fsearch%26_3_reorderBy%3DorderByDate
https://www.calameo.com/read/00212948314c9e8966054
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/9248732
http://app10.infarmed.pt/newsletter/232/index.html
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/9236448
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/9213958
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/8844725
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Newsletter

Newsletter DGS n.2 230 de 2023-09-17

Noticias

Estudo PaRIS: Lancamento do inquérito principal a utentes

Evento comemorativo dos 58 anos do Programa Nacional de Vacinacdo

Estudo: Avaliacdo de conhecimentos e atitudes sobre VIH em ambiente de cuidados de
saude

FAQ - ATUALIZACAO - Atualizadas duas questdes no separador FAQ do site da CEIC -
Consentimento Informado - Menores.

. Human Medicines

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

. Veterinary Medicines

Registration guide - Union Product Database (UPD) for veterinary medicinal
products (updated)

. Human Regulatory

List of medicines currently in PRIME scheme (updated)

Annex to CHMP highlights: Recommendations on eligibility to PRIME scheme adopted at
the CHMP meeting of 11-14 September 2023

List of European Union reference dates and frequency of submission of periodic safety
update reports (PSURs) (updated)

Plasma master file certificates (updated)

Questions and answers for biological medicinal products

Timetable: Annual renewal application of conditional marketing authorisation (updated)

Timetable: Annual reassessment (updated)

Timetable: Marketing authorisation renewal application (updated)

11 a 15 de setembro de 2023


https://www.dgs.pt/publicacoes/newsletter.aspx?v=%3d%3dBAAAAB%2bLCAAAAAAABABLszU0AgAyVzAdBAAAAA%3d%3d
https://www.dgs.pt/em-destaque/estudo-paris-lancamento-do-inquerito-principal-a-utentes.aspx
https://www.dgs.pt/em-destaque/evento-comemorativo-dos-58-anos-do-programa-nacional-de-vacinacao.aspx
https://www.dgs.pt/em-destaque/estudo-avaliacao-de-conhecimentos-e-atitudes-sobre-vih-em-ambiente-de-cuidados-de-saude.aspx
https://www.ceic.pt/
https://www.ceic.pt/faq?p_auth=PyIksR6k&p_p_id=faq_WAR_PortalCEICportlet&p_p_lifecycle=1&p_p_state=normal&p_p_mode=view&p_p_col_id=column-1&p_p_col_count=1&_faq_WAR_PortalCEICportlet_javax.portlet.action=navigateToPerguntas
https://www.ema.europa.eu/documents/report/medicinal-products-human-use-monthly-figures-august-2023_en.pdf
https://www.ema.europa.eu/documents/other/registration-guide-union-product-database-upd-veterinary-medicinal-products_en.pdf
https://www.ema.europa.eu/documents/other/list-medicines-currently-prime-scheme_en.xlsx
https://www.ema.europa.eu/documents/chmp-annex/recommendations-eligibility-prime-scheme-adopted-chmp-meeting-11-14-september-2023_en.pdf
https://www.ema.europa.eu/documents/other/list-european-union-reference-dates-frequency-submission-periodic-safety-update-reports-psurs_en-0.xlsx
https://www.ema.europa.eu/en/human-regulatory/overview/plasma-master-file-pmf-certification/plasma-master-file-certificates
https://www.ema.europa.eu/en/human-regulatory/research-development/scientific-guidelines/biologicals/questions-answers-biological-medicinal-products
https://www.ema.europa.eu/documents/other/timetable-annual-renewal-application-conditional-marketing-authorisation_en.xlsx
https://www.ema.europa.eu/documents/other/timetable-annual-reassessment_en.xlsx
https://www.ema.europa.eu/documents/other/timetable-marketing-authorisation-renewal-application_en.xlsx
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. Veterinary Regulatory

Release notes - production release version 1.6.34 September 2023 - Veterinary Medicinal
Products Regulation: Union Product Database

Scientific guideline: Guideline on safety and residue data requirements for applications for
non-immunological veterinary medicinal products intended for limited markets but not
eligible for authorisation under Article 23 of Regulation (EU) 2019/6

Scientific guideline: Guideline on safety and efficacy data requirements for applications for
immunological veterinary medicinal products intended for limited markets but not eligible
for authorisation under Article 23 of Regulation (EU) 7 2019/6

Scientific guideline: Guideline on quality data requirements for applications for biological
veterinary medicinal products intended for limited markets

Pharmacovigilance-related regulatory recommendations for centrally authorised
veterinary medicinal products during 2023 (updated)

User safety of topically administered products - Scientific guideline (updated)

. Clinical Trials

Newsletter: CTIS newsflash - 15 September 2023

. Committees

Agenda: Agenda of the HMPC meeting 18-20 September 2023

Committee for Advanced Therapies (CAT): 12-14 July 2023, European Medicines Agency,
Amsterdam, the Netherlands, from 12/07/2023 to 14/07/2023 (updated)

Committee for Orphan Medicinal Products (COMP): 11-13 July 2023, European Medicines
Agency, Amsterdam, the Netherlands, from 11/07/2023 to 13/07/2023 (updated)

News and press releases: Meeting highlights from the Committee for Medicinal Products
for Human Use (CHMP) 11-14 September 2023

. Corporate

List of industry subject matter experts and list of planned calls for industry subject matter
experts

News and press releases: Towards a permanent collaboration framework for EMA and
Health Technology Assessment bodies

Report: Report on the implementation of the EMA-EUnetHTA 21 work plan 2021 - 2023
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https://www.ema.europa.eu/documents/other/release-notes-production-release-version-1634-september-2023-veterinary-medicinal-products_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-safety-residue-data-requirements-applications-non-immunological-veterinary-medicinal/6_en-1.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-safety-efficacy-data-requirements-4-applications-immunological-veterinary-medicinal-5/6_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-quality-data-requirements-applications-biological-veterinary-medicinal-products-intended_en.pdf
https://www.ema.europa.eu/documents/other/pharmacovigilance-related-regulatory-recommendations-centrally-authorised-veterinary-medicinal_en-1.pdf
https://www.ema.europa.eu/en/user-safety-topically-administered-products-scientific-guideline
https://www.ema.europa.eu/documents/newsletter/ctis-newsflash-15-september-2023_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-hmpc-meeting-18-20-september-2023_en.pdf
https://www.ema.europa.eu/en/events/committee-advanced-therapies-cat-12-14-july-2023
https://www.ema.europa.eu/en/events/committee-orphan-medicinal-products-comp-11-13-july-2023
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-11-14-september-2023
https://www.ema.europa.eu/documents/other/list-industry-subject-matter-experts-list-planned-calls-industry-subject-matter-experts_en.pdf
https://www.ema.europa.eu/en/news/towards-permanent-collaboration-framework-ema-health-technology-assessment-bodies
https://www.ema.europa.eu/documents/report/report-implementation-ema-eunethta-21-work-plan-2021-2023_en-0.pdf
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. Events

European Medicines Agency (EMA) Patients’ and Consumers’' (PCWP) and Healthcare
Professionals' (HCPWP) Working Parties joint meeting , Amsterdam, from 28/06/2023
to 28/06/2023 (updated)

10th anniversary of European Medicines Agency (EMA) Healthcare Professionals’
(HCPWP) Working Party meeting , Amsterdam, from 27/06/2023 to
27/06/2023 (updated)

European Medicines Agency (EMA) Patients’ and Consumers’' (PCWP) Working Party
meeting , Amsterdam, from 27/06/2023 to 27/06/2023 (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)

ACT EU multi-stakeholder platform kick-off workshop , European Medicines Agency
and online, day 1: 13:00 - 18:30, day 2: 08:30 - 13:30, Amsterdam time (CEST), from
22/06/2023 to 23/06/2023 (updated)

Joint EMA-ECDC press briefing on current state of respiratory diseases and
treatments in the EU/EEA , Online, 14:30 — 15:00 Amsterdam time (CEST), from
21/09/2023 to 21/09/2023

Joint Heads of Medicines Agencies (HMA)/European Medicines Agency (EMA) Al
workshop — Smart regulation on a rapidly evolving world , European Medicines Agency,

Amsterdam, the Netherlands, from 20/11/2023 to 20/11/2023 (updated)

. Others

Regulatory and procedural guideline: Compilation of Union procedures on inspections
and exchange of information (updated)

Flash report - Stakeholder webinar: A Comprehensive Approach to Mental Health (21
September 2023)

EU4Health call for tenders: training programmes on MyHealth@EU

Flash report - PHEG Network of Expertise on Long COVID (18 September 2023)

Registration open - From Theory to Practice: Implementing the EU Health Technology
Assessment Reqgulation (22 November 2023)

Antitrust: Commission carries out unannounced inspections in the medical devices sector

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

Adapted COVID-19 vaccine for autumn vaccination compaigns
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https://www.ema.europa.eu/en/events/european-medicines-agency-ema-patients-consumers-pcwp-healthcare-professionals-hcpwp-working-parties-11
https://www.ema.europa.eu/en/events/10th-anniversary-european-medicines-agency-ema-healthcare-professionals-hcpwp-working-party-meeting
https://www.ema.europa.eu/en/events/european-medicines-agency-ema-patients-consumers-pcwp-working-party-meeting
https://www.ema.europa.eu/en/events/shaping-european-innovation-ecosystem-eu-innovation-network-multi-stakeholder-meeting
https://www.ema.europa.eu/en/events/act-eu-multi-stakeholder-platform-kick-workshop
https://www.ema.europa.eu/en/events/joint-ema-ecdc-press-briefing-current-state-respiratory-diseases-treatments-eu-eea
https://www.ema.europa.eu/en/events/joint-heads-medicines-agencies-hma-european-medicines-agency-ema-ai-workshop-smart-regulation
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/compilation-union-procedures-inspections-exchange-information_en.pdf
https://health.ec.europa.eu/latest-updates/flash-report-stakeholder-webinar-comprehensive-approach-mental-health-21-september-2023-2023-09-22_en
https://hadea.ec.europa.eu/news/eu4health-call-tenders-training-programmes-myhealtheu-2023-08-02_en
https://health.ec.europa.eu/latest-updates/flash-report-pheg-network-expertise-long-covid-18-september-2023-2023-09-19_en
https://health.ec.europa.eu/events/theory-practice-implementing-eu-health-technology-assessment-regulation-2023-11-22_en
https://ec.europa.eu/commission/presscorner/detail/en/ip_23_4517
https://ec.europa.eu/commission/presscorner/detail/en/IP_23_4484
https://ec.europa.eu/commission/presscorner/detail/en/ip_23_4301
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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 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.



