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Resolucdo do Conselho de Ministros n.2 62/2023

Presidéncia do Conselho de Ministros

Determina a situagdo excecional e temporaria do aumento da atividade operacional do
Instituto Nacional de Emergéncia Médica, . P.

Recomendacdo do Conselho, sobre a intensificacdo das acdes da UE para combater a
resisténcia aos antimicrobianos no ambito da abordagem Uma Sé Satde

Regulamento de Execucdo (UE) 2023/1194 da Comissao, de 20 de junho de 2023, que
altera o Regulamento de Execucédo (UE) 2022/2346 no que diz respeito as disposicdes
transitérias para determinados produtos sem finalidade médica prevista enumerados no
anexo XVI do Regulamento (UE) 2017/745 do Parlamento Europeu e do Conselho

Regulamento (UE) 2023/1182 do Parlamento Europeu e do Conselho, de 14 de junho de
2023, gue estabelece regras especificas relativas aos medicamentos para uso humano
destinados a serem introduzidos no mercado na Irlanda do Norte e que altera a

Diretiva 2001/83/CE
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https://diariodarepublica.pt/dr/detalhe/resolucao-conselho-ministros/62-2023-214724640
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2023.220.01.0001.01.POR&toc=OJ:C:2023:220:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2023.158.01.0062.01.POR&toc=OJ:L:2023:158:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2023.157.01.0001.01.POR&toc=OJ:L:2023:157:TOC
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Despacho (extrato) n.2 6740/2023

Centro Hospitalar de Lisboa Ocidental, E. P. E.
Subdelegacao de competéncias na coordenadora da unidade de medicamento e
reagentes, Dr.2 Carla Sofia Gouveia Ramos

Deliberacdo (extrato) n.2 640/2023

Centro Hospitalar Tondela-Viseu, E. P. E.
Nomeagao do diretor do Servigo de Pneumologia

Despacho n.2 6627-A/2023

Saude - Gabinete do Secretario de Estado da Saude

Determina os termos da participac&o e do envolvimento do Hospital do Espirito Santo de
Evora no processo de aquisicdo dos equipamentos médicos a usar no novo edificio, bem
como da sua articulagcdo com a Administragao Regional de Saude do Alentejo, I. P.

Despacho n.2 6613/2023

Saude - Gabinete do Secretario de Estado da Saude

Subdelega competéncias do Secretario de Estado da Saldde nos conselhos diretivos das
administrac¢des regionais de salde e dos estabelecimentos hospitalares do setor publico
administrativo e nos conselhos de administrac&o das entidades do setor publico
empresarial do Estado

Deliberacdo (extrato) n.2 614/2023

Hospital do Espirito Santo de Evora, E. P. E.

Delegacao de competéncias dos membros do conselho de administracdo do Hospital do
Espirito Santo de Evora, E. P. E.

Deliberacdo (extrato) n.2 615/2023

Hospital do Espirito Santo de Evora, E. P. E.

Subdelegacao de competéncias dos membros do conselho de administragdo do Hospital
do Espirito Santo de Evora, E. P. E.

Despacho n.2 6559/2023

Presidéncia do Conselho de Ministros e Defesa Nacional - Gabinetes do Primeiro-
Ministro e do Secretario de Estado da Defesa Nacional

Nomeagao de Anténio Manuel Frade Saraiva para exercer o cargo de presidente nacional
da Cruz Vermelha Portuguesa

Despacho n.2 6580/2023

Saude - Gabinete do Ministro

Designa, em regime de substitui¢ao, o doutorado André Peralta Santos para o cargo de
subdiretor-geral da Saude

Despacho n.2 6581/2023

Saude - Gabinete do Ministro

Constitui um grupo de trabalho para analisar a utilizagdo de oxigénio com concentrac&o
de 93 % na pratica clinica, produzido localmente através do recurso a dispositivo médico

Despacho n.2 6582/2023

Saude - Gabinete do Ministro

Designa o licenciado Miguel Lemos Ferreira de Nascimento para o cargo de diretor
executivo do Agrupamento de Centros de Salde Loures Odivelas, pelo periodo de trés
anos
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https://diariodarepublica.pt/dr/detalhe/despacho-extrato/6740-2023-214683942
https://diariodarepublica.pt/dr/detalhe/deliberacao-extrato/640-2023-214683944
https://diariodarepublica.pt/dr/detalhe/despacho/6627-a-2023-214582773
https://diariodarepublica.pt/dr/detalhe/despacho/6613-2023-214560949
https://diariodarepublica.pt/dr/detalhe/deliberacao-extrato/614-2023-214582683
https://diariodarepublica.pt/dr/detalhe/deliberacao-extrato/615-2023-214582684
https://diariodarepublica.pt/dr/detalhe/despacho/6559-2023-214455647
https://diariodarepublica.pt/dr/detalhe/despacho/6580-2023-214523688
https://diariodarepublica.pt/dr/detalhe/despacho/6581-2023-214523689
https://diariodarepublica.pt/dr/detalhe/despacho/6582-2023-214523690
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Publicacdo para efeitos do artigo 152-A do Decreto-Lei n.2 176/2006, de 30 de agosto -
pedidos de autoriza¢do de introdu¢dao no mercado de medicamentos genéricos.

Circulares e Deliberacdes

Circular Informativa 059/CD/100.20.200 de 20/06/2023 | Infografia - Notificacdo de
faltas pela farmacia

Noticias

Infarmed 30 anos: Férum Reguladores | Veja o programa atualizado e inscreva-se
gratuitamente

Nova edicao do Boletim de Farmacovigilancia - Volume 27, n2 5 e 6, maio e junho de 2023

Infarmed Newsletter N2 227 - 16.junho.2023

Agenda

Forum Reguladores | Faltam 8 dias Uteis | Inscreva-se gratuitamente

NEW - 20-21 June CMDh agenda

UPDATE - Best Practice Guide on (1) Introduction of substances/combinations onto the
EURD list and setting the initial PSUR DLP and frequency and (2) Assessment of PSURs of
products where the EU Reference Date is not vet legally binding
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https://extranet.infarmed.pt/ServicosOnline-fo/listpmg/listapedidosmedicamentos.jsf
https://www.infarmed.pt/documents/15786/8073749/Infografia+-+Notifica%C3%A7%C3%A3o+de+faltas+pela+farm%C3%A1cia/53b648bd-30e8-91fa-3279-021633cfa057
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/8760546
https://www.infarmed.pt/documents/15786/8520698/Boletim+de+Farmacovigil%C3%A2ncia%2C+Volume+27%2C+n%C2%BA5+e+6%2C+maio+e+junho+de+2023/ad0e2fc8-d8d0-1b28-df9d-edb84929c892
http://app10.infarmed.pt/newsletter/227/index.html
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/8760546
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Agendas_and_Minutes/Agendas/2023_06_CMDh_agenda.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Pharmacovigilance_Legislation/PSUR/CMDh_358_2017_Rev1._2023_05_clean_-_CMDh_BPG_on_PSUR.pdf
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. Human Medicines

Human medicines European public assessment report (EPAR): Veklury, remdesivir, COVID-
19 virus infection, 03/07/2020, 19, Authorised (updated)

Newsletter: Human medicines highlights - June 2023

. Human Regulatory

Q&A: Good clinical practice (GCP) (updated)

Product-information templates - Human (updated)

Scientific guideline: Concept paper on the development of a guideline on the quality
aspects of mMRNA vaccines

Scientific guideline: Guideline on the development and data requirements of potency tests
for veterinary cell-based therapy products and the relation to clinical efficacy

Scientific guideline: Concept paper for the revision of the guideline on live recombinant
vector vaccines for veterinary use

Ibuprofen product-specific bioequivalence guidance (updated)

Product-specific bioequivalence guidance (updated)

Tadalafil product-specific bioequivalence guidance (updated)

Paracetamol product-specific bioeguivalence guidance (updated)

Pirfenidone product-specific bioequivalence guidance

Bosutinib product-specific bioequivalence guidance

Fampridine product-specific bioequivalence guidance

Lurasidone product-specific bioequivalence guidance

Metformin product-specific bioequivalence quidance

Report: Report on pharmacovigilance tasks from EU Member States and the European
Medicines Agency (EMA) 2019-2022

News and press releases: Report: How EU ensured safety of medicines during COVID-19

Article 5(3) opinions on any scientific matter: human medicines (updated)

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

. Veterinary Regulatory

European Surveillance of Veterinary Antimicrobial Consumption (ESVAC) (updated)

Scientific guideline: Guideline on the reporting of antimicrobial sales and use in animals at
the EU level — denominators and indicators

Article 141(1) opinions on any scientific matter: veterinary medicines (updated)
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https://www.ema.europa.eu/en/medicines/human/EPAR/veklury
https://www.ema.europa.eu/documents/newsletter/human-medicines-highlights-june-2023_en.pdf
https://www.ema.europa.eu/en/human-regulatory/research-development/compliance/good-clinical-practice/qa-good-clinical-practice-gcp
https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/product-information/product-information-templates-human
https://www.ema.europa.eu/documents/scientific-guideline/concept-paper-development-guideline-quality-aspects-mrna-vaccines_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-development-data-requirements-potency-tests-veterinary-cell-based-therapy-products_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/concept-paper-revision-guideline-live-recombinant-vector-vaccines-veterinary-use_en.pdf
https://www.ema.europa.eu/en/ibuprofen-product-specific-bioequivalence-guidance
https://www.ema.europa.eu/en/human-regulatory/research-development/scientific-guidelines/clinical-pharmacology-pharmacokinetics/product-specific-bioequivalence-guidance
https://www.ema.europa.eu/en/tadalafil-product-specific-bioequivalence-guidance
https://www.ema.europa.eu/en/tadalafil-product-specific-bioequivalence-guidance
https://www.ema.europa.eu/en/pirfenidone-product-specific-bioequivalence-guidance
https://www.ema.europa.eu/en/bosutinib-product-specific-bioequivalence-guidance
https://www.ema.europa.eu/en/fampridine-product-specific-bioequivalence-guidance
https://www.ema.europa.eu/en/lurasidone-product-specific-bioequivalence-guidance
https://www.ema.europa.eu/en/metformin-product-specific-bioequivalence-guidance
https://www.ema.europa.eu/documents/report/report-pharmacovigilance-tasks-eu-member-states-european-medicines-agency-ema-2019-2022_en.pdf
https://www.ema.europa.eu/en/news/report-how-eu-ensured-safety-medicines-during-covid-19
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/referral-procedures/article-53-opinions-any-scientific-matter-human-medicines
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/veterinary-regulatory/overview/antimicrobial-resistance/european-surveillance-veterinary-antimicrobial-consumption-esvac
https://www.ema.europa.eu/documents/scientific-guideline/guideline-reporting-antimicrobial-sales-use-animals-eu-level-denominators-indicators_en.pdf
https://www.ema.europa.eu/en/veterinary-regulatory/post-authorisation/referral-procedures/article-1411-opinions-any-scientific-matter-veterinary-medicines
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Scientific and technical recommendations: Veterinary Medicines Reqgulation (updated)

Regulatory and procedural guideline: Scientific advice under Art.107(6) of Req.(EU)2019/6
for establishment of a list of antimicrobials which shall not be used in accordance with Art.
112, 113 and 114 or which shall only be used in accordance with these articles subject to
certain conditions

. Clinical Trials

News and press releases: ACT EU: creating a better environment for clinical trials through
collaboration

. Committees

Minutes: Minutes of the CVMP meeting 15-16 May 2023

Minutes: Minutes of the PRAC meeting 13-16 March 2023

Minutes: Minutes of the COMP meeting 15-17 May 2023

Agenda: Agenda of the PDCO meeting 20-23 June 2023

Minutes: Minutes of the CAT meeting 19-21 April 2023

Agenda: Agenda of the CHMP meeting 19-22 June 2023

Mandate, objectives and rules of procedure for the Haematology European Specialised
Expert Communities (ESEC)

Work programme: Oncology Working Party (ONCWP) work plan 2022-2024 (updated)

News and press releases: Meeting highlights from the Committee for Veterinary Medicinal
Products (CVMP) 13-15 June 2023

. Events

European Medicines Agency (EMA) Patients’ and Consumers' (PCWP) Working Party
meeting , Amsterdam, from 27/06/2023 to 27/06/2023 (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) and Healthcare
Professionals' (HCPWP) Working Parties joint meeting , Amsterdam, from 28/06/2023 to
28/06/2023 (updated)

Agenda: Agenda - European Medicines Agency (EMA) Patients’ and Consumers' (PCWP)
and Healthcare Professionals' (HCPWP) Working Parties joint meeting - 28 June

2023 (updated

Agenda: Agenda - Healthcare Professionals' Working Party (HCPWP) meeting - 27 June
2023 (updated

Agenda: Agenda - Patients and Consumers Working Party (PCWP) meeting - 27 June

2023 (updated

Agenda: Agenda - ACT EU multi-stakeholder platform kick off workshop (updated)
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https://www.ema.europa.eu/en/veterinary-regulatory/overview/veterinary-medicines-regulation/scientific-technical-recommendations-veterinary-medicines-regulation
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/scientific-advice-under-art1076-regeu2019/6-establishment-list-antimicrobials-which-shall-not-be-used-accordance-art-112-113-114-which-shall_en.pdf
https://www.ema.europa.eu/en/news/act-eu-creating-better-environment-clinical-trials-through-collaboration
https://www.ema.europa.eu/documents/minutes/minutes-cvmp-meeting-15-16-may-2023_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-prac-meeting-13-16-march-2023_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-comp-meeting-15-17-may-2023_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-pdco-meeting-20-23-june-2023_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-cat-meeting-19-21-april-2023_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-chmp-meeting-19-22-june-2023_en.pdf
https://www.ema.europa.eu/documents/other/mandate-objectives-rules-procedure-haematology-european-specialised-expert-communities-esec_.pdf
https://www.ema.europa.eu/documents/work-programme/oncology-working-party-oncwp-work-plan-2022-2024_en.pdf
https://www.ema.europa.eu/en/news/meeting-highlights-committee-veterinary-medicinal-products-cvmp-13-15-june-2023
https://www.ema.europa.eu/en/events/european-medicines-agency-ema-patients-consumers-pcwp-working-party-meeting
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-healthcare-professionals-hcpwp-working-parties-11
https://www.ema.europa.eu/documents/agenda/agenda-european-medicines-agency-ema-patients-consumers-pcwp-healthcare-professionals-hcpwp-working_en-4.pdf
https://www.ema.europa.eu/documents/agenda/agenda-healthcare-professionals-working-party-hcpwp-meeting-27-june-2023_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-patients-consumers-working-party-pcwp-meeting-27-june-2023_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-act-eu-multi-stakeholder-platform-kick-workshop_en.pdf
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. Others

Template or form: CHMP protocol assistance scientific advice briefing document
template (updated)

Report: Small and medium-sized enterprise (SME) Office annual report 2022

Scientific publications (updated)

Standard Operating Procedure - SOP: Standard operating procedure for scientific advice
and protocol assistance procedure (updated)

Video recording - Webinar on Mapping metrics of health promotion and disease prevention
for health system performance assessment (21 June 2023)

2023 EU4Health calls for action grants
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https://www.ema.europa.eu/documents/template-form/chmp-protocol-assistance-scientific-advice-briefing-document-template_en.docx
https://www.ema.europa.eu/documents/report/small-medium-sized-enterprise-sme-office-annual-report-2022_en.pdf
https://www.ema.europa.eu/en/news-events/publications/scientific-publications
https://www.ema.europa.eu/documents/sop/standard-operating-procedure-scientific-advice-protocol-assistance-procedure_en.pdf

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 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.



