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LEGISLAÇÃO  

NACIONAL 

 
Lei n.º 15/2020 - Diário da República n.º 105/2020, Série I de 2020-05-29 
Assembleia da República 
Procede à vigésima quarta alteração ao Decreto-Lei n.º 15/93, de 22 de janeiro, que aprova 
o regime jurídico aplicável ao tráfico e consumo de estupefacientes e substâncias 
psicotrópicas, aditando-lhes novas substâncias, em transposição da Diretiva Delegada (UE) 
2019/369 da Comissão, de 13 de dezembro de 2018 
 
Lei n.º 16/2020 - Diário da República n.º 105/2020, Série I de 2020-05-29 
Assembleia da República 
Altera as medidas excecionais e temporárias de resposta à pandemia da doença COVID-19, 
procedendo à quarta alteração à Lei n.º 1-A/2020, de 19 de março, à primeira alteração 
à Lei n.º 9/2020, de 10 de abril, e à décima segunda alteração ao Decreto-Lei n.º 10-A/2020, 
de 13 de março 

 
Portaria n.º 126/2020 - Diário da República n.º 102/2020, Série I de 2020-05-26 
Finanças e Saúde 
Determina a isenção de taxa de registo e de contribuição regulatória para quaisquer 
estruturas de natureza extraordinária e temporariamente criadas para a prestação de 
cuidados de saúde, ou temporariamente dedicadas à prestação de cuidados de saúde, no 
âmbito da resposta à epidemia por SARS-CoV-2 e à doença COVID-19 
 
Portaria n.º 127/2020 - Diário da República n.º 102/2020, Série I de 2020-05-26 
Planeamento 
Procede à sétima alteração ao Regulamento que estabelece Normas Comuns sobre o Fundo 
Social Europeu, aprovado em anexo à Portaria n.º 60-A/2015, de 2 de março 
 
Declaração de Retificação n.º 21/2020 - Diário da República n.º 102/2020, Série I de 2020-
05-26 
Presidência do Conselho de Ministros - Secretaria-Geral 
Retifica o Decreto Regulamentar Regional n.º 29/2020/M, de 5 de maio, da Região 
Autónoma da Madeira, que procede à primeira alteração ao Decreto Regulamentar 
Regional n.º 1/2020/M, de 2 de janeiro, que aprova a estrutura orgânica e funcionamento 
da Secretaria Regional de Saúde e Proteção Civil, publicado no Diário da República, 1.ª série, 
n.º 87, de 5 de maio de 2020 
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COMUNITÁRIA 

 
Resumo das decisões da União Europeia relativas às autorizações de introdução no 
mercado dos medicamentos de 1 de abril de 2020 a 30 de abril de 2020 [Publicado nos 
termos do artigo 13.o ou do artigo 38.o do Regulamento (CE) n.o 726/2004 do Parlamento 
Europeu e do Conselho] 
 
Resumo das decisões da União Europeia relativas às autorizações de introdução no 
mercado dos medicamentos de 1 de abril de 2020 a 30 de abril de 2020 (Decisões adotadas 
nos termos do artigo 34.o da Diretiva 2001/83/CE ou do artigo 38.o da Diretiva 2001/82/CE) 
 
Decisão de Execução (UE) 2020/711 da Comissão, de 27 de maio de 2020, que altera o 
anexo da Decisão de Execução (UE) 2020/47 relativa a medidas de proteção contra a gripe 
aviária de alta patogenicidade do subtipo H5N8 em determinados Estados-Membros 

 

REGULAÇÃO 

ECONOMIA E TRANSIÇÃO 

DIGITAL 

Despacho n.º 5900/2020 - Diário da República n.º 105/2020, Série II de 2020-05-29 
Economia e Transição Digital - Gabinete do Secretário de Estado Adjunto e da Economia 
Encarrega o IPQ e o IPAC de definir os critérios para a identificação de laboratórios que 
possam ser reconhecidos para a avaliação da conformidade de equipamentos de proteção 
individual, dispositivos médicos e máscaras comunitárias ou de uso social fabricados em 
Portugal, no contexto da atual pandemia e durante a vigência do Decreto-Lei n.º 14-E/2020, 
de 13 de abril 

INFARMED 

 
Comunicado de Imprensa - Infarmed e DGS recomendam suspensão do uso de 
hidroxicloroquina em doentes com COVID-19 
O INFARMED, I.P. e a Direção-Geral da Saúde (DGS) decidiram recomendar a suspensão do 
tratamento com hidroxicloroquina em doentes com COVID-19. Esta decisão está em linha 
com a decisão da Organização Mundial de Saúde (OMS), na sequência da publicação de dados 
que questionam a segurança e a eficácia deste medicamento. 
 
Circular Informativa Nº 003/CD/100.20.200 de 27/05/2020 - Testes Laboratoriais para SARS-
CoV-2; Testes Rápidos 
       
Nova edição da newsletter com resumo da informação da área COVID-19 
 
Esclarecimento na sequência do comunicado difundido pela Associação Nacional das 
Farmácias (Petição "Salvar as Farmácias, Cumprir o SNS") 
 
Resposta à COVID-19 aprovada em Assembleia Mundial da Saúde 
 
Novas orientações da Comissão Nacional de Farmácia e Terapêutica: utilização de 
Imunoglobulina Humana Normal 
 
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 
 

DGS 

 
Orientação nº 028/2020 de 28/05/2020 
COVID-19: FASE DE MITIGAÇÃO - RECUPERAÇÃO - Utilização de equipamentos culturais 
 

https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2020.181.01.0001.01.POR&toc=OJ:C:2020:181:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2020.181.01.0001.01.POR&toc=OJ:C:2020:181:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2020.181.01.0013.01.POR&toc=OJ:C:2020:181:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2020.181.01.0013.01.POR&toc=OJ:C:2020:181:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2020.166.01.0005.01.POR&toc=OJ:L:2020:166:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2020.166.01.0005.01.POR&toc=OJ:L:2020:166:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2020.166.01.0005.01.POR&toc=OJ:L:2020:166:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2020.166.01.0005.01.POR&toc=OJ:L:2020:166:TOC
https://dre.pt/web/guest/home/-/dre/134770882/details/maximized?serie=II&parte_filter=31&day=2020-05-29&date=2020-05-01&dreId=134770878
https://www.infarmed.pt/documents/15786/3584909/Comunicado+de+Imprensa+-+Infarmed+e+DGS+recomendam+suspens%C3%A3o+do+uso+de+hidroxicloroquina+em+doentes+com+COVID-19/1254453b-5943-1668-12cc-828e2bee3ab1
https://www.infarmed.pt/documents/15786/3584909/Comunicado+de+Imprensa+-+Infarmed+e+DGS+recomendam+suspens%C3%A3o+do+uso+de+hidroxicloroquina+em+doentes+com+COVID-19/1254453b-5943-1668-12cc-828e2bee3ab1
https://www.infarmed.pt/documents/15786/3584301/Testes+Laboratoriais+para+SARS-CoV-2%3B+Testes+R%C3%A1pidos/29d4e514-23df-f208-efbd-b47eba8984bc?version=1.0
https://www.infarmed.pt/documents/15786/3584301/Testes+Laboratoriais+para+SARS-CoV-2%3B+Testes+R%C3%A1pidos/29d4e514-23df-f208-efbd-b47eba8984bc?version=1.0
http://mkt.infarmed.pt/vl/9cc62-fce4b7c060--088b5154dc246-d-3a-1a83el5e0e1M4e
https://www.infarmed.pt/documents/15786/3698006/Nota+Informativa/e461d7d5-a683-ab03-41c6-d66d762ad6f3
https://www.infarmed.pt/documents/15786/3698006/Nota+Informativa/e461d7d5-a683-ab03-41c6-d66d762ad6f3
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/3694460
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/3694593
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/3694593
http://app.infarmed.pt/listpmg/default.aspx
http://app.infarmed.pt/listpmg/default.aspx
https://www.dgs.pt/directrizes-da-dgs/orientacoes-e-circulares-informativas/orientacao-n-0282020-de-28052020-pdf.aspx
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Norma nº 008/2020 de 28/03/2020 atualizada a 26/05/2020 
COVID-19: FASE DE MITIGAÇÃO - Doentes com Doença Renal Crónica em 
Hemodiálise. Revoga a Orientação n.º 017/2020 de 25 de março. 
 
Informação nº 012/2020 de 26/05/2020 
COVID-19: FASE DE MITIGAÇÃO - Visitas nos Serviços prisionais e tutelares educativos 
 

ADC 
Comunicado 07/2020 - AdC adverte associações para necessidade de cumprimento das 
regras de concorrência 

EMA 

Medicinal Products for Human Use | Treatments and vaccines for COVID-19 (updated) 
 
Medicinal Products for Human Use | COVID-19: What's new (updated) 
 
Medicinal Products for Human Use | News and press releases: Meeting highlights from the 
Committee for Medicinal Products for Human Use (CHMP) 25-28 May 2020 
 
Medicinal Products for Human Use | News and press releases: New vaccine for prevention 
of Ebola virus disease recommended for approval in the European Union 
 
Medicinal Products for Human Use | News and press releases: Global regulators work 
towards alignment on policy approaches and regulatory flexibility during COVID-19 – update 
#3 
 
Medicinal Products for Human Use | News and press releases: Essential work to combat the 
COVID-19 pandemic to continue during EMA's closure on 1 June 2020 
 
Medicinal Products for Human Use | Minutes of the CHMP meeting 24-27 February 
2020 (new) 
 
EMA’s governance during COVID-19 pandemic (updated) 
 
Medicinal Products for Human Use | COVID-19: What's new (updated) 
 
Medicinal Products for Human Use | News and press releases: European medicines 
regulatory network fully mobilised in fight against COVID-19 
 
Medicinal Products for Human Use | Qualification of novel methodologies for medicine 
development (updated) 
 
News and press releases: Prospective dialogue between developers and regulators makes for 
better evidence generation 
 
Questions and Answers: Qualification of digital technology-based methodologies to support 
approval of medicinal products (new) 
 
Medicinal Products for Human Use | Minutes of the PRAC meeting 25-28 November 
2019 (new) 
 
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) 

https://www.dgs.pt/directrizes-da-dgs/normas-e-circulares-normativas/norma-n-0082020-de-280320201.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/informacoes/informacao-n-0122020-de-26052020-pdf.aspx
http://www.concorrencia.pt/vPT/Noticias_Eventos/Comunicados/Paginas/Comunicado_AdC_202007.aspx
http://www.concorrencia.pt/vPT/Noticias_Eventos/Comunicados/Paginas/Comunicado_AdC_202007.aspx
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines-covid-19
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/covid-19-whats-new
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-25-28-may-2020
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-25-28-may-2020
https://www.ema.europa.eu/en/news/new-vaccine-prevention-ebola-virus-disease-recommended-approval-european-union
https://www.ema.europa.eu/en/news/new-vaccine-prevention-ebola-virus-disease-recommended-approval-european-union
https://www.ema.europa.eu/en/news/global-regulators-work-towards-alignment-policy-approaches-regulatory-flexibility-during-covid-19-2
https://www.ema.europa.eu/en/news/global-regulators-work-towards-alignment-policy-approaches-regulatory-flexibility-during-covid-19-2
https://www.ema.europa.eu/en/news/global-regulators-work-towards-alignment-policy-approaches-regulatory-flexibility-during-covid-19-2
https://www.ema.europa.eu/en/news/essential-work-combat-covid-19-pandemic-continue-during-emas-closure-1-june-2020
https://www.ema.europa.eu/en/news/essential-work-combat-covid-19-pandemic-continue-during-emas-closure-1-june-2020
https://www.ema.europa.eu/documents/minutes/minutes-chmp-meeting-24-27-february-2020_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-chmp-meeting-24-27-february-2020_en.pdf
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/emas-governance-during-covid-19-pandemic
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/covid-19-whats-new
https://www.ema.europa.eu/en/news/european-medicines-regulatory-network-fully-mobilised-fight-against-covid-19
https://www.ema.europa.eu/en/news/european-medicines-regulatory-network-fully-mobilised-fight-against-covid-19
https://www.ema.europa.eu/en/human-regulatory/research-development/scientific-advice-protocol-assistance/qualification-novel-methodologies-medicine-development-0
https://www.ema.europa.eu/en/human-regulatory/research-development/scientific-advice-protocol-assistance/qualification-novel-methodologies-medicine-development-0
https://www.ema.europa.eu/en/news/prospective-dialogue-between-developers-regulators-makes-better-evidence-generation
https://www.ema.europa.eu/en/news/prospective-dialogue-between-developers-regulators-makes-better-evidence-generation
https://www.ema.europa.eu/documents/other/questions-answers-qualification-digital-technology-based-methodologies-support-approval-medicinal_en.pdf
https://www.ema.europa.eu/documents/other/questions-answers-qualification-digital-technology-based-methodologies-support-approval-medicinal_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-prac-meeting-25-28-november-2019_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-prac-meeting-25-28-november-2019_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/regulatory-procedural-guideline/list-centrally-authorised-products-requiring-notification-change-update-annexes_en.pdf
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Medicinal Products for Human Use | Treatments and vaccines for COVID-19 (updated) 
 
Medicinal Products for Human Use | COVID-19: What's new (updated) 
 
Medicinal Products for Human Use | News and press releases: EMA commissions 
independent research to prepare for real-world monitoring of COVID-19 vaccines 
 
Medicinal Products for Human Use | Agenda - CHMP agenda of the 25-28 May 2020 
meeting (new) 
 
Scientific publications (updated) 
 
Other: European Medicines Agency’s privacy statement concerning requests for information 
or access to documents (updated) 
 
Medicinal Products for Human Use | News and press releases: EMA calls for high-quality 
observational research in context of COVID-19 

List of medicines under additional monitoring (updated) 
 
Other: Record of data processing activity for the Small and Medium Enterprises Office (SME 
office) activities (updated) 
 
Other: European Medicines Agency’s Privacy Statement: Small and Medium Enterprises 
(SME) Office activities (updated) 
 
Medicinal Products for Veterinary Use | News and press releases: Committee for Medicinal 
Products for Veterinary Use (CVMP) meeting of 18-20 May 2020 
 
Medicinal Products for Human Use | Report: Medicinal products for human use: monthly 
figures - April 2020 (new) 
 
Clinical pharmacology and pharmacokinetics: questions and answers (updated) 
 

HMA 

 
CMDh 
April 2020 CMDh Minutes 
European Medicines Regulatory Network COVID-19 Business Continuity Plan 
May 2020 CMDh Agenda 
 

COMISSÃO EUROPEIA 

 
Proposal for a Regulation of the European Parliament and of the Council on the 
establishment of a Programme for the Union's action in the field of health –for the period 
2021-2027 and repealing Regulation (EU) No 282/2014 (“EU4Health Programme”) 

• Annexes to the proposal 

• Factsheet - EU4Health programme for a healthier and safer Union 

• Questions and Answers - New EU4Health Programme 
 

 

https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines-covid-19
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines-covid-19
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/covid-19-whats-new
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/covid-19-whats-new
https://www.ema.europa.eu/en/news/ema-commissions-independent-research-prepare-real-world-monitoring-covid-19-vaccines
https://www.ema.europa.eu/en/news/ema-commissions-independent-research-prepare-real-world-monitoring-covid-19-vaccines
https://www.ema.europa.eu/documents/agenda/agenda-chmp-agenda-25-28-may-2020-meeting_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-chmp-agenda-25-28-may-2020-meeting_en.pdf
https://www.ema.europa.eu/en/news-events/publications/scientific-publications
https://www.ema.europa.eu/documents/other/european-medicines-agencys-privacy-statement-concerning-requests-information-access-documents_en.pdf
https://www.ema.europa.eu/documents/other/european-medicines-agencys-privacy-statement-concerning-requests-information-access-documents_en.pdf
https://www.ema.europa.eu/en/news/ema-calls-high-quality-observational-research-context-covid-19
https://www.ema.europa.eu/en/news/ema-calls-high-quality-observational-research-context-covid-19
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/pharmacovigilance/medicines-under-additional-monitoring/list-medicines-under-additional-monitoring
https://www.ema.europa.eu/documents/other/record-data-processing-activity-small-medium-enterprises-office-sme-office-activities_en.pdf
https://www.ema.europa.eu/documents/other/record-data-processing-activity-small-medium-enterprises-office-sme-office-activities_en.pdf
https://www.ema.europa.eu/documents/other/european-medicines-agencys-privacy-statement-small-medium-enterprises-sme-office-activities_en.pdf
https://www.ema.europa.eu/documents/other/european-medicines-agencys-privacy-statement-small-medium-enterprises-sme-office-activities_en.pdf
https://www.ema.europa.eu/en/news/committee-medicinal-products-veterinary-use-cvmp-meeting-18-20-may-2020
https://www.ema.europa.eu/en/news/committee-medicinal-products-veterinary-use-cvmp-meeting-18-20-may-2020
https://www.ema.europa.eu/documents/report/medicinal-products-human-use-monthly-figures-april-2020_en.pdf
https://www.ema.europa.eu/documents/report/medicinal-products-human-use-monthly-figures-april-2020_en.pdf
https://www.ema.europa.eu/en/human-regulatory/research-development/scientific-guidelines/clinical-pharmacology-pharmacokinetics/clinical-pharmacology-pharmacokinetics-questions-answers
https://www.hma.eu/457.html
https://www.hma.eu/621.html
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Agendas_and_Minutes/Agendas/2020_05_CMDh_Agenda.pdf
https://ec.europa.eu/info/sites/info/files/com_2020_405_en_act_v11.pdf
https://ec.europa.eu/info/sites/info/files/com_2020_405_en_act_v11.pdf
https://ec.europa.eu/info/sites/info/files/com_2020_405_en_act_v11.pdf
https://ec.europa.eu/info/sites/info/files/com-2020-405_en_annexe_v9.pdf
https://ec.europa.eu/health/sites/health/files/funding/docs/eu4health_factsheet_en.pdf
https://ec.europa.eu/commission/presscorner/detail/en/QANDA_20_956

