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LEGISLAÇÃO

NACIONAL

Despacho n.º 8403-A/2023
Presidência do Conselho de Ministros, Finanças e Saúde –
Gabinetes do Ministro das Finanças, da Secretária de Estado 
da Administração Pública e do Secretário de Estado da Saúde
Fixa em 139 o número de vagas a concurso para ingresso
e frequência da residência farmacêutica

INFARMED

Publicação para efeitos do artigo 15º-A do Decreto-Lei n.º 176/2006, de 30 de agosto -
pedidos de autorização de introdução no mercado de medicamentos genéricos.

Circulares e Deliberações

Deliberação 060/CD/2023 de 16.08.2023 | Criação da Área de Gestão do Risco
Organizacional e Auditoria (GROA) e aprovação do novo Plano de Prevenção
de Riscos de Corrupção e Infrações Conexas do INFARMED

Deliberação 058/CD/2023 de 16.08.2023 | Código de Ética e de Conduta do INFARMED

DGS

Documentos e Publicações

NATIONAL REPORT OF PORTUGAL: Universal Health and Preparedness Review (UHPR) 
Pilot [Nota: documento datado de maio de 2022, publicado no dia 21.08.2023]

Newsletter

Newsletter DGS n.º 228 de 2023-08-22

https://diariodarepublica.pt/dr/detalhe/despacho/8403-a-2023-220072949
https://extranet.infarmed.pt/ServicosOnline-fo/listpmg/listapedidosmedicamentos.jsf
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=https%3A%2F%2Fwww.infarmed.pt%2Fweb%2Finfarmed%2Finfarmed%3Fp_auth%3DnXlyWDiT%26p_p_id%3D3%26p_p_lifecycle%3D1%26p_p_state%3Dnormal%26p_p_state_rcv%3D1&_101_assetEntryId=9078137&_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_modifieddayTo%3D1%26_3_cur%3D1%26_3_modifiedyearTo%3D2023%26_3_entryClassName%3D%26_3_keywords%3DDelibera%25C3%25A7%25C3%25A3o%26_3_formDate%3D1690882615127%26_3_modifieddayFrom%3D31%26_3_format%3D%26_3_modifiedyearFrom%3D2023%26_3_modifiedfrom%3D31%252F07%252F2023%26_3_documentsSearchContainerPrimaryKeys%3D15_PORTLET_9013465%252C15_PORTLET_8950437%252C15_PORTLET_8934374%252C15_PORTLET_8832286%252C15_PORTLET_8818025%252C15_PORTLET_8786225%252C15_PORTLET_8732257%252C15_PORTLET_8715638%252C15_PORTLET_8704657%252C20_PORTLET_8704635%252C20_PORTLET_8702774%252C15_PORTLET_8623738%252C15_PORTLET_8611909%252C15_PORTLET_8517434%252C15_PORTLET_8514262%252C15_PORTLET_8364370%252C15_PORTLET_8347753%252C15_PORTLET_8313330%252C20_PORTLET_8274332%252C15_PORTLET_7787161%26_3_reorderBy%3DorderByDate%26_3_assetCategoryIds%3D%26_3_modifiedselection%3D0%26_3_assetTagNames%3D%26_3_modifiedmonthTo%3D7%26_3_modified%3D%26_3_modifiedmonthFrom%3D6%26_3_modifiedto%3D01%252F08%252F2023%26_3_struts_action%3D%252Fsearch%252Fsearch
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=https%3A%2F%2Fwww.infarmed.pt%2Fweb%2Finfarmed%2Finfarmed%3Fp_auth%3DOdjdnimV%26p_p_id%3D3%26p_p_lifecycle%3D1%26p_p_state%3Dnormal%26p_p_state_rcv%3D1&_101_assetEntryId=9076250&_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_modifieddayTo%3D1%26_3_cur%3D1%26_3_modifiedyearTo%3D2023%26_3_entryClassName%3D%26_3_keywords%3DDelibera%25C3%25A7%25C3%25A3o%26_3_formDate%3D1690882615127%26_3_modifieddayFrom%3D31%26_3_format%3D%26_3_modifiedyearFrom%3D2023%26_3_modifiedfrom%3D31%252F07%252F2023%26_3_documentsSearchContainerPrimaryKeys%3D15_PORTLET_9013465%252C15_PORTLET_8950437%252C15_PORTLET_8934374%252C15_PORTLET_8832286%252C15_PORTLET_8818025%252C15_PORTLET_8786225%252C15_PORTLET_8732257%252C15_PORTLET_8715638%252C15_PORTLET_8704657%252C20_PORTLET_8704635%252C20_PORTLET_8702774%252C15_PORTLET_8623738%252C15_PORTLET_8611909%252C15_PORTLET_8517434%252C15_PORTLET_8514262%252C15_PORTLET_8364370%252C15_PORTLET_8347753%252C15_PORTLET_8313330%252C20_PORTLET_8274332%252C15_PORTLET_7787161%26_3_reorderBy%3DorderByDate%26_3_assetCategoryIds%3D%26_3_modifiedselection%3D0%26_3_assetTagNames%3D%26_3_modifiedmonthTo%3D7%26_3_modified%3D%26_3_modifiedmonthFrom%3D6%26_3_modifiedto%3D01%252F08%252F2023%26_3_struts_action%3D%252Fsearch%252Fsearch
https://www.dgs.pt/documentos-e-publicacoes/national-report-of-portugal-universal-health-and-preparedness-review-uhpr-pilot-pdf.aspx
https://www.dgs.pt/documentos-e-publicacoes/national-report-of-portugal-universal-health-and-preparedness-review-uhpr-pilot-pdf.aspx
https://www.dgs.pt/publicacoes/newsletter.aspx?v=%3d%3dBAAAAB%2bLCAAAAAAABABLszU0AgAyVzAdBAAAAA%3d%3d
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EMA

Human Regulatory

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

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

Clinical Trials

Newsletter: CTIS newsflash – 18 August 2023

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

Committees

Meeting summary of the Medicine Shortages (SPOC) Working Party meeting 16 June 2023

Meeting summary of the Medicine Shortages (SPOC) Working Party 24 May 2023

Corporate

Meeting of the Executive Steering Group on Shortages and Safety 
of Medicinal Products (MSSG) , Online, 13:00 - 14:00 Amsterdam time (CEST), 
from 14/07/2023 to 14/07/2023 (updated)

Contact details of national competent authorities for requests of translation exemptions 
falling under Art. 63.3 of Directive 2001/83/EC and cases of shortages (updated)

Member states contact points for review of national versions 
of the content of mobile scanning and other technologies (updated)

Contact details of national competent authorities for requests to use a sticker 
to place the Unique Identifier on the outer/immediate packaging 
of centrally approved products (updated)

COMISSÃO 
EUROPEIA

Flowchart to assist in deciding whether or not a device 
is covered by the extended MDR transitional period

Updated version - Information on the applications for designation 
as a notified body (short overview)

Ongoing consultations under the PECP - IVD-2023-000017 and IVD-2023-000018

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/regulatory-procedural-guideline/list-centrally-authorised-products-requiring-notification-change-update-annexes_en.pdf
https://www.ema.europa.eu/documents/other/list-european-union-reference-dates-frequency-submission-periodic-safety-update-reports-psurs_.xlsx
https://www.ema.europa.eu/documents/other/list-european-union-reference-dates-frequency-submission-periodic-safety-update-reports-psurs_.xlsx
https://www.ema.europa.eu/documents/newsletter/ctis-newsflash-18-august-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/documents/other/meeting-summary-medicine-shortages-spoc-working-party-meeting-16-june-2023_en.pdf
https://www.ema.europa.eu/documents/other/meeting-summary-medicine-shortages-spoc-working-party-24-may-2023_en.pdf
https://www.ema.europa.eu/en/events/meeting-executive-steering-group-shortages-safety-medicinal-products-mssg-14
https://www.ema.europa.eu/en/events/meeting-executive-steering-group-shortages-safety-medicinal-products-mssg-14
https://www.ema.europa.eu/en/events/meeting-executive-steering-group-shortages-safety-medicinal-products-mssg-14
https://www.ema.europa.eu/documents/other/contact-details-national-competent-authorities-requests-translation-exemptions-falling-under-art-633/83/ec-cases-shortages_en.pdf
https://www.ema.europa.eu/documents/other/contact-details-national-competent-authorities-requests-translation-exemptions-falling-under-art-633/83/ec-cases-shortages_en.pdf
https://www.ema.europa.eu/documents/other/member-states-contact-points-review-national-versions-content-mobile-scanning-other-technologies_en.pdf
https://www.ema.europa.eu/documents/other/member-states-contact-points-review-national-versions-content-mobile-scanning-other-technologies_en.pdf
https://www.ema.europa.eu/documents/other/contact-details-national-competent-authorities-requests-use-sticker-place-unique-identifier-outer/immediate-packaging-centrally-approved-products_en.pdf
https://www.ema.europa.eu/documents/other/contact-details-national-competent-authorities-requests-use-sticker-place-unique-identifier-outer/immediate-packaging-centrally-approved-products_en.pdf
https://www.ema.europa.eu/documents/other/contact-details-national-competent-authorities-requests-use-sticker-place-unique-identifier-outer/immediate-packaging-centrally-approved-products_en.pdf
https://health.ec.europa.eu/latest-updates/flowchart-assist-deciding-whether-or-not-device-covered-extended-mdr-transitional-period-2023-08-23_en
https://health.ec.europa.eu/latest-updates/flowchart-assist-deciding-whether-or-not-device-covered-extended-mdr-transitional-period-2023-08-23_en
https://health.ec.europa.eu/latest-updates/updated-version-information-applications-designation-notified-body-short-overview-2023-08-24_en
https://health.ec.europa.eu/latest-updates/updated-version-information-applications-designation-notified-body-short-overview-2023-08-24_en
https://health.ec.europa.eu/medical-devices-expert-panels/experts/list-views-provided-and-ongoing-consultations-under-pecp_en
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