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LEGISLAGCAO

Retificacdo do Regulamento (UE) n.o 658/2014 do Parlamento Europeu e do Conselho,
de 15 de maio de 2014, relativo as taxas cobradas pela Agéncia Europeia de

EUROPEIA Medicamentos pela realizacdo de atividades de farmacovigilancia relativas aos
medicamentos para uso humano ( JO L 189 de 27.6.2014 )
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https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2023.017.01.0100.01.POR&toc=OJ:L:2023:017:TOC
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REGULACAO

NACIONAL

INFARMED

Regulamento n2 90/2023
Ordem dos Farmacéuticos
Aprova o Regimento da Assembleia Regional do Norte da Ordem dos Farmacéuticos

Despacho n.2 1055/2023
Centro Hospitalar Universitario de Lisboa Central, E. P. E.
Subdelegac&o de poderes na diretora da area de gestao financeira e contabilidade

Despacho n.2 1056/2023
Centro Hospitalar Universitario de Lisbqa Central, E. P. E.
Subdelegacao de poderes na diretora da Area de Compras, Logistica e Distribui¢do

Despacho n.2 1032/2023
Universidade de Coimbra
Criagdo do mestrado em Medicamentos e Suplementos Alimentares a Base de Plantas

Despacho n.2 1031/2023
Universidade de Coimbra
Criacdo do mestrado em Microbiologia e Biotecnologia Microbiana

Despacho n.2 956/2023

Universidade de Coimbra

Criagdo do mestrado em Avaliacdo de Tecnologias de Salde e Acesso de Medicamentos ao
Mercado

Despacho n.2 869/2023

Saude - Gabinete do Ministro

Designa, em regime de comissao de servico, por um periodo de cinco anos, renovavel por
igual periodo, o licenciado Sérgio Miguel Farinha Gomes de Abreu, para exercer o cargo de
subinspetor-geral da Inspecdo-Geral das Atividades em Saude

Despacho n.2 870/2023

Saude - Gabinete da Secretaria de Estado da Promocao da Saude

Designa, como adjunto do Gabinete da Secretaria de Estado da Promocgao da Salde, o
doutorado Pedro Manuel Morim Cepa de S& Moreira

Despacho n.2 877/2023

Saude - Gabinete da Secretaria de Estado da Promocao da Saude

Designa como adjunto no Gabinete da Secretaria de Estado da Promog¢do da Saudde o
licenciado Ricardo Manuel Santini Fuertes

Despacho n.2 879/2023

Saude - Gabinete da Secretaria de Estado da Promocao da Saude

Designa como adjunto no Gabinete da Secretaria de Estado da Promocao da Saude o
licenciado Jo&do José de Magalhaes Torres

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

Noticias

Presidente da Republica condecora INFARMED, |.P.

Real4Reg um novo projeto de pesquisa europeu sobre dados do mundo real

Sessdo inaugural da comemoracdo dos 30 anos do INFARMED, |.P.
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https://dre.pt/dre/detalhe/regulamento/90-2023-206351122
https://dre.pt/dre/detalhe/despacho/1055-2023-206351162
https://dre.pt/dre/detalhe/despacho/1056-2023-206351163
https://dre.pt/dre/detalhe/despacho/1032-2023-206351129
https://dre.pt/dre/detalhe/despacho/1031-2023-206351128
https://dre.pt/dre/detalhe/despacho/956-2023-206306903
https://dre.pt/dre/detalhe/despacho/869-2023-206251646
https://dre.pt/dre/detalhe/despacho/870-2023-206251647
https://dre.pt/dre/detalhe/despacho/877-2023-206251654
https://dre.pt/dre/detalhe/despacho/879-2023-206251656
https://extranet.infarmed.pt/ServicosOnline-fo/listpmg/listapedidosmedicamentos.jsf
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/8181722
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/8165094
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/8138723
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REGULACAO

Normas e Circulares Normativas

Norma n2 008/2022 de 02/09/2022 atualizada 13/01/2023 | Campanha de vacinagao
sazonal contra a COVID-19: Outono-Inverno 2022-2023

DGS

Newsletter

Newsletter DGS n.2 202 de 2023-01-16

Documentos de Interesse Geral

PROGRAMACAO 2023 - )
ACORDOS-QUADRO DE MEDICAMENTOS E DISPOSITIVOS MEDICOS

Procedimentos em Submissdo de Propostas (Salde)

SPMS

Informacao de Detalhe do Procedimento 2023 / 305 | Medicamentos do aparelho
cardiovascular

Informacao de Detalhe do Procedimento 2023 / 306 | Corretivos da volémia, solucées para
conservacao de érgaos, hemodidlise, hemofiltracdo e outras solu¢des estéreis
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https://www.dgs.pt/normas-orientacoes-e-informacoes/normas-e-circulares-normativas/norma_008_2022_act_10112022-pdf1.aspx
https://www.dgs.pt/publicacoes/newsletter.aspx?v=%3d%3dBAAAAB%2bLCAAAAAAABABLszU0AgAyVzAdBAAAAA%3d%3d
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=G
https://www.catalogo.min-saude.pt/CEC/Publico/PubConcurso.aspx?SeqConc=613
https://www.catalogo.min-saude.pt/CEC/Publico/PubConcurso.aspx?SeqConc=616
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REGULACAO

EMA

Committees | Paediatric Committee (PDCO) (updated)

Crisis Preparedness and Management| News and press releases: Joint statement by
Executive Steering Group on Shortages and Safety of Medicinal Products (MSSG) on
shortages of antibiotic medicines (updated)

Committees | Minutes: Minutes of the COMP meeting 8-10 November 2022 (updated)

Big Data | Other: Membership list - HMA / EMA joint Big Data Steering Group (updated)

Human Regulatory | Changing the name or address of a sponsor (updated)

Human Regulatory | Public health threats (updated)

Events | European Medicines Agency (EMA) Patients’ and Consumers' (PCWP) and
Healthcare Professionals’' (HCPWP) Working Parties meeting with all eligible organisations,
Online, from 15/11/2022 to 15/11/2022 (updated)

Veterinary Regulatory | Maximum residue limits (MRL) (updated)

Medicinal Products for Veterinary Use | News and press releases: Assessment of human
dietary exposure to residues of veterinary medicines in the EU

Medicinal Products for Veterinary Use | Report: EMA / EFSA report on development of a
harmonised approach to human dietary exposure

Medicinal Products for Veterinary Use | Overview of comments: Overview of comments
received on draft EMA / EFSA report on development of a harmonised approach to human
dietary exposure

Clinical Trials | News and press releases: Mandatory use of CTIS from 31 January 2023 for all
new clinical trial applications

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

Medicinal Products for Human Use | Newsletter: Hurman medicines highlights - January

2023 (updated

Committees | PRAC: Agendas, minutes and highlights (updated)

Stakeholders & Communication | Work Programme: 2022-2025 Work plan for the Patients’
and Consumers' Working Party (PCWP) and the Healthcare Professionals’ Working Party
(HCPWP) (updated)

Human Regulatory | Substance and product data management services (updated)

Human Regulatory | | Regulatory and procedural guideline: Products Management Services
- Implementation of International Organization for Standardization (ISO) standards for the
identification of medicinal products (IDMP) in Europe: Introduction - EU Implementation

Guide (updated)

Human Regulatory | Regulatory and procedural guideline: Products Management Services
(PMS) - Implementation of International Organization for Standardization (ISO) standards
for the identification of medicinal products (IDMP) in Europe - Chapter 7 (updated)

Big Data | Report: Big Data Steering Group (BDSG): 2022 report (updated)
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https://www.ema.europa.eu/en/committees/paediatric-committee-pdco
https://www.ema.europa.eu/en/news/joint-statement-executive-steering-group-shortages-safety-medicinal-products-mssg-shortages
https://www.ema.europa.eu/documents/minutes/minutes-comp-meeting-8-10-november-2022_en.pdf
https://www.ema.europa.eu/documents/other/membership-list-hma/ema-joint-big-data-steering-group_en.pdf
https://www.ema.europa.eu/en/human-regulatory/research-development/orphan-designation/changing-name-address-sponsor
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats
https://www.ema.europa.eu/en/events/european-medicines-agency-ema-patients-consumers-pcwp-healthcare-professionals-hcpwp-working-parties-8
https://www.ema.europa.eu/en/veterinary-regulatory/research-development/maximum-residue-limits-mrl
https://www.ema.europa.eu/en/news/assessment-human-dietary-exposure-residues-veterinary-medicines-eu
https://www.ema.europa.eu/documents/report/ema/efsa-report-development-harmonised-approach-human-dietary-exposure_en.pdf
https://www.ema.europa.eu/documents/comments/overview-comments-received-draft-ema/efsa-report-development-harmonised-approach-human-dietary-exposure_en.pdf
https://www.ema.europa.eu/en/news/mandatory-use-ctis-31-january-2023-all-new-clinical-trial-applications
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/documents/newsletter/human-medicines-highlights-january-2023_en.pdf
https://www.ema.europa.eu/en/committees/prac/prac-agendas-minutes-highlights
https://www.ema.europa.eu/documents/work-programme/2022-2025-work-plan-patients-consumers-working-party-pcwp-healthcare-professionals-working-party_en.pdf
https://www.ema.europa.eu/en/human-regulatory/research-development/data-medicines-iso-idmp-standards/spor-master-data/substance-product-data-management-services
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/products-management-services-implementation-international-organization-standardization-iso-standards_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/products-management-services-pms-implementation-international-organization-standardization-iso_en-0.pdf
https://www.ema.europa.eu/documents/report/big-data-steering-group-bdsg-2022-report_en.pdf
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Committees | Agenda: Agenda of the PDCO meeting 17-20 January 2023

Committees | Minutes: Minutes of the CHMP meeting 7-10 November 2022

Human Regulatory | Certification of medicinal products (updated)

Darwin | Other: DARWIN EU data partners onboarded in phase | (updated)

Human Regulatory | Other: Implementation of the new WHO certificate template -
compilation of changes

Human Regulatory | Other: Information package for certificates of medicinal products
issued by the European Medicines Agency (updated)

Human Regulatory | Regulatory and procedural guideline: Information note on the format
and validity features of electronic certificates for medicines issued by the European
Medicines Agency (updated)

Human Regulatory | Regulatory and procedural guideline: European Medicines Agency
certificates of medicinal products - instructions on how to fill in the application

form (updated)

Events | Information session on the pilot for expert panels' scientific advice to
manufacturers of high-risk medical devices, Online, 14:00 - 15:30 Amsterdam time (CET),
from 25/01/2023 to 25/01/2023 (updated)

Human and Veterinary Regulatory | Other: Online verification system for electronic
certificates issued by European Medicines Agency (updated)

EMA

Corporate | Other: Organisation chart: Task Forces (updated)

Corporate | Other: Organisation chart: Administration and Corporate
Management (updated)

Partners & Networks | Eligible healthcare professionals’ organisations (updated)

Clinical Trials | Newsletter: CTIS newsflash — 13 January 2023

Stakeholders & Communication | Minutes: Meeting highlights - First European Medicines
Agency - Vaccines Europe meeting (updated)

Events | Management Board meeting: 14-15 December 2022 . European Medicines Agency,
Amsterdam, the Netherlands, from 14/12/2022 to 15/12/2022 (updated)

Events | EIC / EMA Info Day: Regulatory support for the development of innovative
medicines and technologies , Online, 09:00 - 12:30 Amsterdam time (CET), from
31/01/2023 to 31/01/2023

Committees | News and press releases: Meeting highlights from the Pharmacovigilance Risk
Assessment Committee (PRAC) 9 - 12 January 2023

Medicinal Products for Human Use | News and press releases: EMA confirms measures to
minimise risk of serious side effects with Janus kinase inhibitors for chronic inflammatory
disorders
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https://www.ema.europa.eu/documents/agenda/agenda-pdco-meeting-17-20-january-2023_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-chmp-meeting-7-10-november-2022_en.pdf
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/certification-medicinal-products
https://www.ema.europa.eu/documents/other/darwin-eu-data-partners-onboarded-phase-i_en.pdf
https://www.ema.europa.eu/documents/other/implementation-new-who-certificate-template-compilation-changes_en.pdf
https://www.ema.europa.eu/documents/other/information-package-certificates-medicinal-products-issued-european-medicines-agency_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/information-note-format-validity-features-electronic-certificates-medicines-issued-european_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/european-medicines-agency-certificates-medicinal-products-instructions-how-fill-application-form_en.pdf
https://www.ema.europa.eu/en/events/information-session-pilot-expert-panels-scientific-advice-manufacturers-high-risk-medical-devices
https://www.ema.europa.eu/documents/other/online-verification-system-electronic-certificates-issued-european-medicines-agency_en.pdf
https://www.ema.europa.eu/documents/other/organisation-chart-task-forces_en.pdf
https://www.ema.europa.eu/documents/other/organisation-chart-administration-corporate-management_en.pdf
https://www.ema.europa.eu/en/partners-networks/healthcare-professionals/eligible-healthcare-professionals-organisations
https://www.ema.europa.eu/documents/newsletter/ctis-newsflash-13-january-2023_en.pdf
https://www.ema.europa.eu/documents/minutes/meeting-highlights-first-european-medicines-agency-vaccines-europe-meeting_en.pdf
https://www.ema.europa.eu/en/events/management-board-meeting-14-15-december-2022
https://www.ema.europa.eu/en/events/eic-ema-info-day-regulatory-support-development-innovative-medicines-technologies
https://www.ema.europa.eu/en/news/meeting-highlights-pharmacovigilance-risk-assessment-committee-prac-9-12-january-2023
https://www.ema.europa.eu/en/news/ema-confirms-measures-minimise-risk-serious-side-effects-janus-kinase-inhibitors-chronic
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COMISSAO
EUROPEIA

EU Have Your Say: A comprehensive approach to mental health

Evaluation of the European Reference Networks: New documents (Evaluation criteria,
Evaluation Manual, Evaluation Toolbox)

Video recording - Info session on the Call to support relevant actors to implement results of
public health research in relation to COVID19 vaccination (17 January 2023)

EU-funded research stimulates patented inventions according to a new study

Agenda and Pre-registration - Webinar on Best practices in the public procurement of
medicines (7 February 2023, 10:00-12:30 CET)

Information session on the pilot for expert panels’ scientific advice to manufacturers of
high-risk medical devices - 25 January 2023
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https://ec.europa.eu/newsroom/sante/newsletter-archives/43114
https://health.ec.europa.eu/european-reference-networks/overview/evaluation-european-reference-networks_en#documentation
https://health.ec.europa.eu/latest-updates/video-recording-info-session-call-support-relevant-actors-implement-results-public-health-research-2023-01-19_en
https://erc.europa.eu/sites/default/files/2023-01/Assessing_the_Influence_ERC-funded_Research_Patented_Inventions.pdf
https://health.ec.europa.eu/events/webinar-best-practices-public-procurement-medicines-2023-02-07_en
https://health.ec.europa.eu/latest-updates/information-session-pilot-expert-panels-scientific-advice-manufacturers-high-risk-medical-devices-25-2023-01-18_en

ontactos

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 copia ou circulagdo. A informagdo proporcionada e as opinides
expressas sao de carater geral, ndo substituindo o recurso a aconselhamento juridico adequado para a resolugdo de casos concretos.



