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Resumo das decisdes da Unido Europeia relativas as autorizacdes de introducao no
mercado dos medicamentos de 1 de fevereiro de 2024 a 29 de fevereiro de 2024
[Publicado nos termos do artigo 13.° ou do artigo 38.° do Regulamento (CE) n.° 726/2004
do Parlamento Europeu e do Conselho ou do artigo 5.° do Regulamento (UE) 2019/6 do
Parlamento Europeu e do Conselho]

Resumo das decisdes da Unido Europeia relativas as autorizacdes de introducao no

EUROPEIA mercado dos medicamentos de 1 de fevereiro de 2024 a 29 de fevereiro de 2024
[Decisdes adotadas nos termos do artigo 34.° da Diretiva 2001/83/CE, do artigo 38° da
Diretiva 2001/82/CE ou do artigo 5.° do Regulamento (UE) 2019/6 do Parlamento
Europeu e do Conselho]

Regulamento de Execucdo (UE) 2024/892 da Comissdo, de 22 de marco de 2024, que
designa laboratérios de referéncia da Unido Europeia para determinados dominios
especificos da saude publica

25 a 28 de margo de 2024


https://eur-lex.europa.eu/legal-content/PT/TXT/?uri=OJ:C_202402197
https://eur-lex.europa.eu/legal-content/PT/TXT/?uri=OJ:C_202402197
https://eur-lex.europa.eu/legal-content/PT/TXT/?uri=OJ:C_202402197
https://eur-lex.europa.eu/legal-content/PT/TXT/?uri=OJ:C_202402197
https://eur-lex.europa.eu/legal-content/PT/TXT/?uri=OJ:C_202402197
https://eur-lex.europa.eu/legal-content/PT/TXT/?uri=OJ:C_202402198
https://eur-lex.europa.eu/legal-content/PT/TXT/?uri=OJ:C_202402198
https://eur-lex.europa.eu/legal-content/PT/TXT/?uri=OJ:C_202402198
https://eur-lex.europa.eu/legal-content/PT/TXT/?uri=OJ:C_202402198
https://eur-lex.europa.eu/legal-content/PT/TXT/?uri=OJ:C_202402198
https://eur-lex.europa.eu/legal-content/PT/TXT/?uri=OJ:L_202400892
https://eur-lex.europa.eu/legal-content/PT/TXT/?uri=OJ:L_202400892
https://eur-lex.europa.eu/legal-content/PT/TXT/?uri=OJ:L_202400892
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Despacho n.2 3397/2024
Financas e Saude - Gabinete do Secretario de Estado do Tesouro e Gabinete do
Secretario de Estado da Saude
Identifica os estabelecimentos e servigos de salde que se situam em zonas qualificadas
como carenciadas para efeitos da atribuicdo dos incentivos aos procedimentos de
mobilidade e de recrutamento de pessoal médico iniciados a partir de 1 de janeiro de
2024, por estabelecimento de salde e especialidade médica.
Deliberacdo n.2 414/2024
Saude - Administracao Central do Sistema de Saude, I. P.
Delegacao e subdelegacao de competéncias do conselho diretivo da Administragdo
Central do Sistema de Sadde, I. P, nos seus membros.
Deliberacdo n.2 415/2024
Saude - Administracao Central do Sistema de Saude, I. P.
Delegacao e subdelegacao de competéncias do conselho diretivo da Administragdo
Central do Sistema de Saude, I. P, nos seus membros.
Despacho n.2 3405/2024
Saude - Direcao Executiva do Servigo Nacional de Saude, I. P.
Designa o conselho de administra¢ao da Unidade Local de Satude de Sao Joao, E. P. E.
Deliberacdo n.2 416/2024
Saude - INFARMED - Autoridade Nacional do Medicamento e Produtos de Saude, |.
P.
Alteracdo do Regulamento de Funcionamento da Comissao da Farmacopeia Portuguesa.

NACIONAL Despacho n.2 3309/2024

Saude - Direcao Executiva do Servigo Nacional de Saude, I. P.

Designa Anabela Domingues Pires Ribeiro Martins e Jorge Manuel da Silva Pinto para
exercer fungdes no conselho de administragdo da Unidade Local de Saude do Arco
Ribeirinho, E. P. E.

Aviso n.2 6655/2024/2

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

Designacao em regime de substituicdo de Antdnio Miguel da Silva Alves no cargo de
diretor do Gabinete de Planeamento e Qualidade.

Deliberacdo n.2 396/2024

Saude - Instituto para os Comportamentos Aditivos e as Dependéncias, . P.
Delegacao e subdelegacao de competéncias nos membros do conselho diretivo do
Instituto para os Comportamentos Aditivos e as Dependéncias, |. P.

Despacho n.2 3311/2024

Saude - Instituto para os Comportamentos Aditivos e as Dependéncias, . P.

Declara processo de fusdo por extingdo do Servigo de Intervencdo nos Comportamentos
Aditivos e nas Dependéncias no Instituto para os Comportamentos Aditivos e as
Dependéncias, |. P.

Despacho n.2 3223/2024

Saude - Gabinete do Secretario de Estado da Saude

Designacao da comissao de acompanhamento e avaliacdo dos projetos-piloto dos centros
de responsabilidade integrados de gastrenterologia.
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https://diariodarepublica.pt/dr/detalhe/despacho/3397-2024-857831699
https://diariodarepublica.pt/dr/detalhe/deliberacao/414-2024-857831734
https://diariodarepublica.pt/dr/detalhe/deliberacao/415-2024-857831735
https://diariodarepublica.pt/dr/detalhe/despacho/3405-2024-857831736
https://diariodarepublica.pt/dr/detalhe/deliberacao/416-2024-857831737
https://diariodarepublica.pt/dr/detalhe/despacho/3309-2024-857575033
https://diariodarepublica.pt/dr/detalhe/aviso/6655-2024-857575035
https://diariodarepublica.pt/dr/detalhe/deliberacao/396-2024-857575038
https://diariodarepublica.pt/dr/detalhe/despacho/3311-2024-857575039
https://diariodarepublica.pt/dr/detalhe/despacho/3223-2024-857348454
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Despacho n.2 3224/2024

Saude - Diregao Executiva do Servigco Nacional de Saude, 1. P.

Designa a enfermeira-diretora do conselho de administracao da Unidade Local de Saude
do Tamega e Sousa, E. P. E.

Despacho n.2 3225/2024

Saude - Diregao Executiva do Servigco Nacional de Saude, 1. P.

Designa Anténio Gabriel Gongalves Martins para o conselho de administragdo da Unidade
Local de Saude Tras-os-Montes e Alto Douro, E. P. E.

Publicacao para efeitos do artigo 152-A do Decreto-Lei n.2 176/2006, de 30 de agosto -

pedidos de autorizagdo de introducdao no mercado de medicamentos genéricos

Publicacao para efeitos do artigo 152-A do Decreto-Lei n.2 176/2006, de 30 de agosto -

medicamentos genéricos aprovados por procedimento centralizados

Candidatura para Instalacdo de Posto Farmacéutico Mdével - Minuta para o Requerimento
a solicitar admissdo ao concurso e Declaracdo de Intencao

Norma 001-2024 de 22.03.2024 | Profilaxia de Pré-exposicio ao VIH

Orientacéo 002-2024 de 22.03.2024 | Autorizac8o para o exercicio transitério de
Medicina do Trabalho ao abrigo do n.2 3 do artigo 1032 da Lei n.2 102/2009, de 10 de

setembro, na sua atual redacdo

Boletim Epidemioldgico N.2 4 - Atividade Epidémica do Sarampo em Portugal 2024

Relatério N.2 25 da Vacinacdo Sazonal 2023/2024

Situac&o epidemioldgica de Hepatite A

Documento de Reorganizacdo dos Centros de Diagndéstico Pneumoldgico

Newsletter DGS n.2 246 de 2024-03-23

Procedimentos em Submissao de Propostas (Saude)

Informac&o de Detalhe do Procedimento 2024 / 781 | Radiofarmacos e dispositivos

médicos radioativos

Documentos

Manual de Registo de Vendas 19_03_2024

Manual Submisséo Faturas 19 03 2024
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https://diariodarepublica.pt/dr/detalhe/despacho/3224-2024-857348462
https://diariodarepublica.pt/dr/detalhe/despacho/3225-2024-857348463
https://extranet.infarmed.pt/ServicosOnline-fo/listpmg/listapedidosmedicamentos.jsf
https://www.infarmed.pt/documents/15786/2129725/Lista+Gen%C3%A9ricos+centralizdos+Artigo+15-A+07072021/6d70d658-b23b-ac19-2523-fecf5079a35a
https://www.infarmed.pt/documents/15786/1559752/Formul%C3%A1rio+Candidatura+para+Instala%C3%A7%C3%A3o+de+novo+Posto+Farmac%C3%AAutico+M%C3%B3vel/289475dd-8e79-8553-4a98-3325cf093afe
https://www.infarmed.pt/documents/15786/1559752/Formul%C3%A1rio+Candidatura+para+Instala%C3%A7%C3%A3o+de+novo+Posto+Farmac%C3%AAutico+M%C3%B3vel/289475dd-8e79-8553-4a98-3325cf093afe
https://www.dgs.pt/normas-orientacoes-e-informacoes/normas-e-circulares-normativas/norma-001-2024-profilaxia-de-pre-exposicao-ao-vih-de-22-03-2024-pdf.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/orientacoes-e-circulares-informativas/orientacao-002-2024_medicos-do-trabalho-22-03-2024-pdf.aspx
https://www.dgs.pt/em-destaque/boletim-epidemiologico-n-4-atividade-epidemica-do-sarampo-em-portugal-2024.aspx
https://www.dgs.pt/em-destaque/relatorio-n-25-da-vacinacao-sazonal-20232024.aspx
https://www.dgs.pt/em-destaque/situacao-epidemiologica-de-hepatite-a-pdf.aspx
https://www.dgs.pt/em-destaque/documento-de-reorganizacao-dos-centros-de-diagnostico-pneumologico.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=646
https://www.catalogo.min-saude.pt/CEC/Publico/PubConcurso.aspx?SeqConc=646
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=D
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=D
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PARECER CONJUNTO CNECV/CEIC RELATIVAMENTE AOS ASPETOS ETICOS DA
INVESTIGACAO CLINICA EM SITUACOES DE EMERGENCIA

No ambito do Protocolo de colaboracio entre o Conselho Nacional de Etica para as
Ciéncias da Vida (CNECV) e a Comissao de Etica para a Investigacao Clinica (CEIC)
celebrado, em fevereiro de 2023, na sequéncia do estabelecimento da Plataforma
Luséfona de Bioética instituida no ambito do VI Mandato do CNECV, o CNECV e a CEIC
publicam o primeiro parecer conjunto relativamente aos aspetos éticos da INVESTIGACAO
CLINICA EM SITUACOES DE EMERGENCIA.

Consulta do parecer em https://www.ceic.pt/documentos-orientadores ou diretamente
neste link.

CMDh

Report from the meeting held on 19-20 March 2024

CMDv
Documents

General questions

Guidance on SPC Harmonisation - according to Articles 70 to 72 of Regulation (EU)

2019/6

CMDyv review procedure - according to Regulation (EU) 2019/6

Referrals according to Regulation (EU) 2019/6

Best Practice Guide for allocation of MRP/DCP application numbers

. Human Regulatory

Post-authorisation safety studies (PASS)

Checklist for the submission of Type |A and Type IB (without linguistic review) product
information annexes and Annex A (if applicable) - human

European Medicines Agency pre-authorisation procedural advice for users of the
centralised procedure

European Medicines Agency post-authorisation procedural advice for users of the
centralised procedure

Union procedure on the preparation, conduct and reporting of EU pharmacovigilance
inspections

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

List of medicinal products under additional monitoring

Appendix 3 : Enhanced Ames Test Conditions for N-nitrosamines

Nitrosamines EMEA-H-A5(3)-1490 - Questions and answers for marketing authorisation
holders / applicants on the CHMP Opinion for the Article 5(3) of Regulation (EC) No
726/2004 referral on nitrosamine impurities in human medicinal products
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https://www.ceic.pt/
https://www.ceic.pt/
https://www.ceic.pt/documentos-orientadores
https://www.ceic.pt/documents/20727/57550/Documento+Orientador+CEIC+-+recolha+infora%C3%A7%C3%A3o+gr%C3%A1vidas++e+RN.pdf/49f4db16-aad5-4396-909b-b751f13c71d5
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/CMDh_pressreleases/2024/CMDh_press_release_-_March_2024.pdf
https://www.hma.eu/veterinary-medicines/cmdv/procedural-guidance/general-information-on-applications.html#c5970
https://www.hma.eu/veterinary-medicines/cmdv/questions-answers.html#c6217
https://www.hma.eu/veterinary-medicines/cmdv/procedural-guidance/spc-harmonisation.html#c6831
https://www.hma.eu/veterinary-medicines/cmdv/procedural-guidance/spc-harmonisation.html#c6831
https://www.hma.eu/veterinary-medicines/cmdv/procedural-guidance/cmdv-review-procedure-and-referrals.html#c6835
https://www.hma.eu/veterinary-medicines/cmdv/procedural-guidance/cmdv-review-procedure-and-referrals.html#c7473
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Procedural_guidance/General_info_on_applications/Best_Practice_Guide_for_allocation_of_MRP_DCP_application_numbers.pdf
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/pharmacovigilance-post-authorisation/post-authorisation-safety-studies-pass
https://www.ema.europa.eu/en/documents/template-form/checklist-submission-type-ia-type-ib-without-linguistic-review-product-information-annexes-annex-if-applicable-human_en.pdf
https://www.ema.europa.eu/en/documents/template-form/checklist-submission-type-ia-type-ib-without-linguistic-review-product-information-annexes-annex-if-applicable-human_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-pre-authorisation-procedural-advice-users-centralised-procedure_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-post-authorisation-procedural-advice-users-centralised-procedure_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/union-procedure-preparation-conduct-reporting-eu-pharmacovigilance-inspections_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/union-procedure-preparation-conduct-reporting-eu-pharmacovigilance-inspections_en.pdf
https://www.ema.europa.eu/en/documents/other/list-european-union-reference-dates-frequency-submission-periodic-safety-update-reports-psurs_en.xlsx
https://www.ema.europa.eu/en/documents/other/list-european-union-reference-dates-frequency-submission-periodic-safety-update-reports-psurs_en.xlsx
https://www.ema.europa.eu/en/documents/additional-monitoring/list-medicinal-products-under-additional-monitoring_en.pdf
https://www.ema.europa.eu/en/documents/other/appendix-3-enhanced-ames-test-conditions-n-nitrosamines_en.pdf
https://www.ema.europa.eu/en/documents/referral/nitrosamines-emea-h-a53-1490-questions-answers-marketing-authorisation-holders-applicants-chmp-opinion-article-53-regulation-ec-no-726-2004-referral-nitrosamine-impurities-human-medicinal-products_en.pdf
https://www.ema.europa.eu/en/documents/referral/nitrosamines-emea-h-a53-1490-questions-answers-marketing-authorisation-holders-applicants-chmp-opinion-article-53-regulation-ec-no-726-2004-referral-nitrosamine-impurities-human-medicinal-products_en.pdf
https://www.ema.europa.eu/en/documents/referral/nitrosamines-emea-h-a53-1490-questions-answers-marketing-authorisation-holders-applicants-chmp-opinion-article-53-regulation-ec-no-726-2004-referral-nitrosamine-impurities-human-medicinal-products_en.pdf
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EU recommendations for 2024/2025 seasonal flu vaccine composition

Functionalities in support of the medical literature monitoring service User manual:
EudraVigilance ICSR Downloads and tracking spreadsheets

Monitoring of medical literature and the entry of relevant information into the EudraVigilance
database by the European Medicines Agency - MEDLINE

Monitoring of medical literature and the entry of relevant information into the EudraVigilance
database by the European Medicines Agency - EMBASE

Monitoring of medical literature and the entry of relevant information into the EudraVigilance
database by the European Medicines Agency - Description of the Journal/Reference databases
used

List of centrally authorised products requiring a notification of a change for update of annexes

Health technology assessment bodies

. Veterinary Regulatory

Pre-authorisation guidance under the Veterinary Medicinal Products Regulation (Regulation

EU) 2019/6

Guideline on guality, non-clinical and clinical requirements for investigational advanced therapy
medicinal products in clinical trials - Scientific guideline

Document: CTIS newsflash - 22 March 2024

. Committees

HMPC: overview of assessment work - priority list

Committee for Herbal Medicinal Products (HMPC): 29-31 January 2024

Committee for Medicinal Products for Veterinary Use (CVMP): 13-15 February 2024

ICCG - Minutes of the meeting of 19 March 2024

Presentations - AMR One Health Network (All Members) (29 February 2024)

Presentations - AMR One Health Network (Member States only) (1 March 2024)

Methodological Guideline for Quantitative Evidence Synthesis: Direct and Indirect Comparisons

Practical Guideline for Quantitative Evidence Synthesis: Direct and Indirect Comparisons

SCHEER - Minutes of the 7th plenary meeting, Luxembourg, 12 March 2024

Commission designates first European reference laboratories for public health
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https://www.ema.europa.eu/en/news/eu-recommendations-2024-2025-seasonal-flu-vaccine-composition
https://www.ema.europa.eu/en/documents/other/functionalities-support-medical-literature-monitoring-service-user-manual-eudravigilance-icsr-downloads-tracking-spreadsheets_en.pdf
https://www.ema.europa.eu/en/documents/other/monitoring-medical-literature-entry-relevant-information-eudravigilance-database-european-medicines-agency-medline_en.pdf
https://www.ema.europa.eu/en/documents/other/monitoring-medical-literature-entry-relevant-information-eudravigilance-database-european-medicines-agency-medline_en.pdf
https://www.ema.europa.eu/en/documents/other/monitoring-medical-literature-entry-relevant-information-eudravigilance-database-european-medicines-agency-embase_en.pdf
https://www.ema.europa.eu/en/documents/other/monitoring-medical-literature-entry-relevant-information-eudravigilance-database-european-medicines-agency-embase_en.pdf
https://www.ema.europa.eu/en/documents/other/monitoring-medical-literature-entry-relevant-information-eudravigilance-database-european-medicines-agency-description-journal-reference-databases-used_en.pdf
https://www.ema.europa.eu/en/documents/other/monitoring-medical-literature-entry-relevant-information-eudravigilance-database-european-medicines-agency-description-journal-reference-databases-used_en.pdf
https://www.ema.europa.eu/en/documents/other/monitoring-medical-literature-entry-relevant-information-eudravigilance-database-european-medicines-agency-description-journal-reference-databases-used_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/list-centrally-authorised-products-requiring-notification-change-update-annexes_en.pdf
https://www.ema.europa.eu/en/partners-networks/health-technology-assessment-bodies
https://www.ema.europa.eu/en/veterinary-regulatory-overview/marketing-authorisation-veterinary-medicines/veterinary-pre-authorisation-guidance/pre-authorisation-guidance-under-veterinary-medicinal-products-regulation-regulation-eu-2019-6
https://www.ema.europa.eu/en/veterinary-regulatory-overview/marketing-authorisation-veterinary-medicines/veterinary-pre-authorisation-guidance/pre-authorisation-guidance-under-veterinary-medicinal-products-regulation-regulation-eu-2019-6
https://www.ema.europa.eu/en/guideline-quality-non-clinical-clinical-requirements-investigational-advanced-therapy-medicinal-products-clinical-trials-scientific-guideline
https://www.ema.europa.eu/en/guideline-quality-non-clinical-clinical-requirements-investigational-advanced-therapy-medicinal-products-clinical-trials-scientific-guideline
https://www.ema.europa.eu/en/documents/newsletter/ctis-newsflash-22-march-2024_en.pdf
https://www.ema.europa.eu/en/documents/other/hmpc-overview-assessment-work-priority-list_en.pdf
https://www.ema.europa.eu/en/events/committee-herbal-medicinal-products-hmpc-29-31-january-2024
https://www.ema.europa.eu/en/events/committee-medicinal-products-veterinary-use-cvmp-13-15-february-2024
https://health.ec.europa.eu/latest-updates/iccg-minutes-meeting-19-march-2024-2024-03-26_en
https://health.ec.europa.eu/events/amr-one-health-network-all-members-2024-02-29_en
https://health.ec.europa.eu/events/amr-one-health-network-member-states-only-2024-03-01_en
https://health.ec.europa.eu/latest-updates/methodological-guideline-quantitative-evidence-synthesis-direct-and-indirect-comparisons-2024-03-25_en
https://health.ec.europa.eu/latest-updates/practical-guideline-quantitative-evidence-synthesis-direct-and-indirect-comparisons-2024-03-25_en
https://health.ec.europa.eu/latest-updates/scheer-minutes-7th-plenary-meeting-luxembourg-12-march-2024-2024-03-25_en
https://ec.europa.eu/newsroom/sante/newsletter-archives/51865

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.
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