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Despacho n.2 11909/2023

Saude - Gabinete do Ministro

Constitui¢do de um grupo de trabalho para propor a criagdo de um modelo de internato
aplicavel ao periodo formativo em exercicio profissional numa area clinica de
especializacdo em enfermagem

Aviso n.2 22420/2023

Saude - Instituto Portugués do Sangue e da Transplantacao, I. P.

O conselho diretivo do Instituto Portugués do Sangue e da Transplantac¢do I. P., procede a
delegagao ou subdelegacao de competéncias e distribuicdo de areas funcionais entre os
seus membros

Aviso n.2 22421/2023

Saude - Instituto Portugués do Sangue e da Transplantacao, I. P.

Delegacao de competéncias do conselho diretivo do Instituto Portugués do Sangue e da
Transplantacao, I. P, na diretora do Departamento de Planeamento e Gestao Patrimonial e
Financeira, licenciada Ana Raquel Dinis Gongalves de Castro Gomes

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

Apresentacdo do Relatédrio Infecdo por VIH em Portugal 2023

Relatério N.2 7 da Vacinacdo Sazonal 2023/2024

Apresentacdo do Referencial Técnico Inverno 2023/2024

Newsletter DGS n.2 238 de 2023-11-19

Procedimentos Em Submiss&do de Propostas (Saude)

Informacdo de Detalhe do Procedimento 2023 / 671 - Medicamentos diversos

Publicacbes

Lista de Entrada em Vigor Tranversais 21.11.2023

Presentations from the meeting with Interested Parties on 15 November 2023

UPDATE - Data requested for New Applications in the MRP/DCP which are not stated in
the current EU legislation and/or in Volume 2B, Presentation and format of the dossier
Common Technical Document (CTD) and/or in the EEA approved
Guidelines/Recommendation papers

PSUR Follow-Up assessment report on Montelukast
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https://diariodarepublica.pt/dr/detalhe/despacho/11909-2023-224661344
https://diariodarepublica.pt/dr/detalhe/aviso/22420-2023-224611991
https://diariodarepublica.pt/dr/detalhe/aviso/22421-2023-224611992
https://extranet.infarmed.pt/ServicosOnline-fo/listpmg/listapedidosmedicamentos.jsf
https://www.dgs.pt/em-destaque/apresentacao-do-relatorio-infecao-por-vih-em-portugal-2023.aspx
https://www.dgs.pt/em-destaque/relatorio-n-7-da-vacinacao-sazonal-20232024.aspx
https://www.dgs.pt/em-destaque/apresentacao-do-referencial-tecnico-inverno-20232024.aspx
https://www.dgs.pt/publicacoes/newsletter.aspx?v=%3d%3dBAAAAB%2bLCAAAAAAABABLszU0AgAyVzAdBAAAAA%3d%3d
https://www.catalogo.min-saude.pt/CEC/Publico/PubConcurso.aspx?SeqConc=642
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=G
https://www.hma.eu/human-medicines/cmdh/about-cmdh/contacts-with-representative-organisations.html
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/CMDh_197_2010_Rev_9_2023_11_clean_-_Data_requested_for_Variations_and_Renewals.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Pharmacovigilance_Legislation/PSUR/PSUFU/Montelukast_PSUFU_AR_11_2023.pdf
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. Veterinary Medicines

Veterinary Scientific Advice procedure - submission deadlines 2024 (updated)

. Human Regulatory

List of medicines currently in PRIME scheme (updated)

Scientific guideline: Questions and answers on data requirements when transitioning to
low global warming potential (LGWP) propellants in oral pressurised metered dose inhaler

Floseal haemostatic matrix (Floseal VH S/D) - Procedural steps and scientific information
after initial consultation (updated)

Article 57 product data (updated)

. Veterinary Regulatory

Consumption of antimicrobials in animals reaches lowest level ever in Europe

European Surveillance of Veterinary Antimicrobial Consumption (ESVAQ): 2009 -

2023 (updated)

. Human and Veterinary Regulatory

Regulatory and procedural guideline: List of centrally authorised products requiring a
notification of a change for update of annexes (updated)

Regulatory acceptance of 3R (replacement, reduction, refinement) testing approaches -
Scientific guideline (updated)

. Committees

Recommendations on eligibility to PRIME scheme adopted at the CHMP meeting of 6-9
November 2023

Minutes of the CHMP meeting 11-14 September 2023

New product information wording — Extracts from PRAC recommendations on signals
adopted at the 23-26 October PRAC

CVMP: Agendas, minutes and reports (updated)

. Events

European Medicines Agency (EMA) Patients’ and Consumers' (PCWP) and Healthcare
Professionals' (HCPWP) Working Parties joint meeting , Online, from 19/09/2023 to
20/09/2023 (updated)

. Others

Letter to members of parliament [Relativo as vacinas covid-19 Comirnaty e Spikevax]

News bulletin for small and medium-sized enterprises - Issue 60

20 a 24 de novembro de 2023


https://www.ema.europa.eu/documents/other/veterinary-scientific-advice-procedure-submission-deadlines-2024_en.pdf
https://www.ema.europa.eu/documents/other/list-medicines-currently-prime-scheme_en.xlsx
https://www.ema.europa.eu/documents/scientific-guideline/questions-answers-data-requirements-when-transitioning-low-global-warming-potential-lgwp-propellants_en.pdf
https://www.ema.europa.eu/documents/other/floseal-haemostatic-matrix-floseal-vh-s/d-procedural-steps-scientific-information-after-initial-consultation_en.pdf
https://www.ema.europa.eu/documents/other/article-57-product-data_en-0.xlsx
https://www.ema.europa.eu/en/news/consumption-antimicrobials-animals-reaches-lowest-level-ever-europe
https://www.ema.europa.eu/en/veterinary-regulatory/overview/antimicrobial-resistance/european-surveillance-veterinary-antimicrobial-consumption-esvac-2009-2023
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/list-centrally-authorised-products-requiring-notification-change-update-annexes_en.pdf
https://www.ema.europa.eu/en/regulatory-acceptance-3r-replacement-reduction-refinement-testing-approaches-scientific-guideline
https://www.ema.europa.eu/documents/chmp-annex/recommendations-eligibility-prime-scheme-adopted-chmp-meeting-6-9-november-2023_en.pdf
https://www.ema.europa.eu/documents/agenda/minutes-chmp-meeting-11-14-september-2023_en.pdf
https://www.ema.europa.eu/documents/other/new-product-information-wording-extracts-prac-recommendations-signals-adopted-23-26-october-prac_en.pdf
https://www.ema.europa.eu/en/committees/cvmp/cvmp-agendas-minutes-reports
https://www.ema.europa.eu/en/events/european-medicines-agency-ema-patients-consumers-pcwp-healthcare-professionals-hcpwp-working-parties-10
https://www.ema.europa.eu/documents/other/letter-members-parliament_.pdf
https://www.ema.europa.eu/documents/newsletter/news-bulletin-small-medium-sized-enterprises-issue-60_en.pdf
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SCCS - Request for a scientific Opinion on Silver (CAS/EC No. 7440-22-4/231-131-3) used
in cosmetic products

Video recording - One Health Conference: One Health for All, All for One Health (13
November 2023)

Flash report - PHEG sub-group on cancer (17 November 2023)

SCCS - Reguest for a scientific Opinion on new coating for Titanium Dioxide (nano form)
as UV-filter in dermally applied cosmetic products

SCCS - Minutes of the Working Group meeting on Nanomaterials in Cosmetic Products of
10 November 2023

Flash report - Member State Coordination Group on HTA (HTACG) (16 November 2023)

1+Million Genomes Initiative: new Roadmap is adopted for the scale-up and sustainability
phase
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https://health.ec.europa.eu/latest-updates/sccs-request-scientific-opinion-silver-casec-no-7440-22-4231-131-3-used-cosmetic-products-2023-11-22_en
https://health.ec.europa.eu/events/one-health-conference-one-health-all-all-one-health-2023-11-13_en
https://health.ec.europa.eu/latest-updates/flash-report-pheg-sub-group-cancer-17-november-2023-2023-11-20_en
https://health.ec.europa.eu/latest-updates/sccs-request-scientific-opinion-new-coating-titanium-dioxide-nano-form-uv-filter-dermally-applied-2023-11-20_en
https://health.ec.europa.eu/latest-updates/sccs-minutes-working-group-meeting-nanomaterials-cosmetic-products-10-november-2023-2023-11-20_en
https://health.ec.europa.eu/latest-updates/flash-report-member-state-coordination-group-hta-htacg-16-november-2023-2023-11-17_en
https://digital-strategy.ec.europa.eu/en/news/1million-genomes-initiative-new-roadmap-adopted-scale-and-sustainability-phase
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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.



