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LEGISLAÇÃO  

NACIONAL 

Lei n.º 14/2020 - Diário da República n.º 90-A/2020, Série I de 2020-05-09 
Assembleia da República 
Terceira alteração à Lei n.º 1-A/2020, de 19 de março, que aprova medidas excecionais e 
temporárias de resposta à situação epidemiológica provocada pelo coronavírus SARS-CoV-2 
e da doença COVID-19. 

COMUNITÁRIA 

 
Comunicação da Comissão Orientações da UE sobre o reatamento progressivo dos serviços 
de turismo e sobre os protocolos de saúde nos estabelecimentos hoteleiros — COVID‐19 

  
Orientações sobre a livre circulação de profissionais de saúde e a harmonização mínima da 
formação em relação às medidas de emergência em resposta à COVID 19 
  

REGULAÇÃO 

MINISTÉRIO DAS FINANÇAS 

E SAÚDE  

Despacho n.º 5530/2020 - Diário da República n.º 95/2020, Série II de 2020-05-15  
Trabalho, Solidariedade e Segurança Social e Saúde - Gabinetes das Ministras do 
Trabalho, Solidariedade e Segurança Social e da Saúde 
Determina a realização de testes laboratoriais de diagnóstico da infeção por SARS-CoV-2, 
pela metodologia RT-PCR, aos profissionais de creches que reiniciem a sua atividade 
profissional, face à necessidade de minimizar o risco de transmissão da infeção 
  
Recomendação n.º 2/2020 - Diário da República n.º 94/2020, Série II de 2020-05-14  
Conselho de Prevenção da Corrupção 
Prevenção de riscos de corrupção e infrações conexas no âmbito das medidas de resposta 
ao surto pandémico da COVID-19 
  
Despacho n.º 5503-A/2020 - Diário da República n.º 93/2020, 2º Suplemento, Série II de 
2020-05-13  
Economia e Transição Digital e Saúde - Gabinetes do Ministro de Estado, da Economia e 
da Transição Digital e da Ministra da Saúde  
Determina que a percentagem de lucro na comercialização, por grosso e a retalho, de 
dispositivos médicos e de equipamentos de proteção individual identificados no anexo ao 
Decreto-Lei n.º 14-E/2020, de 13 de abril, bem como de álcool etílico e de gel desinfetante 
cutâneo de base alcoólica, é limitada ao máximo de 15  
  

11 a 15 de maio de 2020 

Saude@vda.pt 

https://dre.pt/web/guest/home/-/dre/133459190/details/maximized?serie=I&day=2020-05-09&date=2020-05-01
https://dre.pt/web/guest/pesquisa/-/search/130473088/details/normal?l=1
https://eur-lex.europa.eu/legal-content/PT/TXT/PDF/?uri=OJ:C:2020:169:FULL&from=PT
https://eur-lex.europa.eu/legal-content/PT/TXT/PDF/?uri=OJ:C:2020:169:FULL&from=PT
https://eur-lex.europa.eu/legal-content/AUTO/?uri=CELEX:52020XC0508(01)&qid=1586183955973&rid=2
https://eur-lex.europa.eu/legal-content/AUTO/?uri=CELEX:52020XC0508(01)&qid=1586183955973&rid=2
https://dre.pt/web/guest/home/-/dre/133723388/details/2/maximized?serie=II&parte_filter=31&dreId=133528557
https://dre.pt/web/guest/home/-/dre/133614828/details/maximized?serie=II&parte_filter=33&day=2020-05-14&date=2020-05-01&filtrar=Filtrar&dreId=133614801
https://dre.pt/web/guest/home/-/dre/133528491/details/maximized?serie=II&parte_filter=31&day=2020-05-13&date=2020-05-01&dreId=133528489
https://dre.pt/web/guest/home/-/dre/133528491/details/maximized?serie=II&parte_filter=31&day=2020-05-13&date=2020-05-01&dreId=133528489
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INFARMED 

Circular Informativa N.º 096/CD/100.20.200 Data: 13/05/2020 - Máscaras: normas 
aplicáveis e tipologia 
  
Nova infografia sobre máscaras destinadas a utilização no âmbito da COVID-19 
  
Nova edição da newsletter com resumo da informação da área COVID-19 
  
Circular Informativa N.º 095/CD/550.20.001 Data: 11/05/2020 - Precauções na 
administração de gases medicinais a doentes com COVID-19 
  
Circular Informativa N.º 093/CD/550.20.001 Data: 04/05/2020 - Falsificação de testes 
rápidos para COVID-19 
  
COVID-19: Medidas excecionais no âmbito da realização de Ensaios Clínicos durante o 
período de risco para a saúde pública - versão 3 
  
Sistema de Preços de Referência - 2º Trimestre de 2020 (junho) 

• Circular Informativa N.º 94/CD/100.20.200 Data: 05/05/2020 
• Deliberação N.º 44/CD/2020 Data: 05/05/2020 

   
Reagendamento do curso Eudravigilance da DIA 
  
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 

  
Norma nº 012/2020 de 06/05/2020 atualizada a 14/05/2020 
COVID-19: Exames Endoscópicos Digestivos 
  
Orientação nº 025/2020 de 13/05/2020 
COVID-19: Medidas de Prevenção e Controlo em Creches, Creches familiares e Amas  
  
Informação nº 011/2020 de 11/05/2020 
COVID-19: FASE DE MITIGAÇÃO - Visitas a Estruturas Residenciais para Idosos (ERPI), 
Unidades de Cuidados Continuados Integrados (UCCI) da Rede Nacional de Cuidados 
Continuados Integrados (RNCCI) e outras respostas  ... 
 

ERS Comunicado: Registo de estabelecimentos prestadores de cuidados de saúde 

EMA 

  
Medicinal Products for Human Use | News and press releases: Meeting highlights from the 
Pharmacovigilance Risk Assessment Committee (PRAC) 11-14 May 2020 
  
Medicinal Products for Human Use | News and press releases: Leuprorelin depot 
medicines: PRAC recommends new measures to avoid handling errors 
 
Fees payable to the European Medicines Agency (updated) 
  
Other: Decision of the Executive Director on fee reductions for Good Manufacturing 
Practice (GMP) on-site inspections due to COVID-19 pandemic (new) 

https://www.infarmed.pt/documents/15786/3464134/M%C3%A1scaras_+normas+aplic%C3%A1veis+e+tipologia/4c57e565-5964-9007-0419-a4dfefabfae3
https://www.infarmed.pt/documents/15786/2755862/Infpgrafia+M%C3%A1scaras/b0ded6dc-16bc-3acf-6980-c27345df8096
http://mkt.infarmed.pt/vl/5043dad9efbc8f746c97004-d79d789f6238858dbekZe0e1M4e
https://www.infarmed.pt/documents/15786/3464130/Precau%C3%A7%C3%B5es+na+administra%C3%A7%C3%A3o+de+gases+medicinais+a+doentes+com+COVID-19/05d1d2e7-b853-4968-2e93-58b33c77433e?version=1.0
https://www.infarmed.pt/documents/15786/3464126/Falsifica%C3%A7%C3%A3o+de+testes+r%C3%A1pidos+para+COVID-19/c387f571-51c3-3351-6f03-6715ae8095d9?version=1.1
https://www.infarmed.pt/documents/15786/3584301/Medidas+excecionais+no+ambito+da+realizacao+de+Ensaios+ClInicos%2C+durante+o+perIodo+de+risco+para+a+saude+publica/60c07e97-6bb9-a972-df05-20fba160e82d
https://www.infarmed.pt/documents/15786/3584301/Medidas+excecionais+no+ambito+da+realizacao+de+Ensaios+ClInicos%2C+durante+o+perIodo+de+risco+para+a+saude+publica/60c07e97-6bb9-a972-df05-20fba160e82d
https://www.infarmed.pt/documents/15786/3464134/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+-+2%C2%BA+Trimestre+de+2020+%28junho%29/bfcab3ab-8232-25e8-2cd1-ab0a5cb8215b?version=1.1
https://www.infarmed.pt/documents/15786/3497612/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+-+2%C2%BA+Trimestre+de+2020+%28junho%29/10895025-7aef-2310-230c-2b431b625140?version=1.1
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/3557601
http://app.infarmed.pt/listpmg/default.aspx
http://app.infarmed.pt/listpmg/default.aspx
https://www.dgs.pt/directrizes-da-dgs/normas-e-circulares-normativas/norma-n-0122020-de-06052020-pdf.aspx
https://www.dgs.pt/directrizes-da-dgs/orientacoes-e-circulares-informativas/orientacao-n-0252020-de-13052020-pdf.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/informacoes/informacao-n-0112020-de-11052020-pdf.aspx
https://www.ers.pt/pt/destaques/destaques/destaques/comunicado-registo-de-estabelecimentos-prestadores-de-cuidados-de-sa%C3%BAde/
https://www.ema.europa.eu/en/news/meeting-highlights-pharmacovigilance-risk-assessment-committee-prac-11-14-may-2020
https://www.ema.europa.eu/en/news/meeting-highlights-pharmacovigilance-risk-assessment-committee-prac-11-14-may-2020
https://www.ema.europa.eu/en/news/leuprorelin-depot-medicines-prac-recommends-new-measures-avoid-handling-errors
https://www.ema.europa.eu/en/news/leuprorelin-depot-medicines-prac-recommends-new-measures-avoid-handling-errors
https://www.ema.europa.eu/en/human-regulatory/overview/fees-payable-european-medicines-agency
https://www.ema.europa.eu/en/human-regulatory/overview/fees-payable-european-medicines-agency
https://www.ema.europa.eu/documents/other/decision-executive-director-fee-reductions-good-manufacturing-practice-gmp-site-inspections-due_en.pdf
https://www.ema.europa.eu/documents/other/decision-executive-director-fee-reductions-good-manufacturing-practice-gmp-site-inspections-due_en.pdf
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Annual Report: Annual report of the Good Clinical Practice Inspectors' Working Group 
2018 (new) 
  
Other: Record of data processing activity relating to trainings (public) (updated) 
  
Medicinal Products for Human Use | Committee meeting report: CAT monthly report of 
application procedures, guidelines and related documents on advanced therapies: April 
2020 (new) 
  
Medicinal Products for Human Use | CAT monthly report of application procedures, 
guidelines and related documents on advanced therapies: April 2020 (new) 
 
Minutes: Minutes of the Enpr-EMA Coordinating Group & networks meeting on 21 February 
2020 (new) 
 
Medicinal Products for Human Use | Minutes of the CAT meeting 18-20 March 2020 (new) 
  
Medicinal Products for Human Use | COVID-19: What's new (updated) 
 
Other: Article 57 product data (updated) 
 
Medicinal Products for Human Use | Plasma master file certificates (updated) 
 
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 | Compassionate use (updated) 
  
Medicinal Products for Human Use | News and press releases: EMA recommends 
expanding remdesivir compassionate use to patients not on mechanical ventilation 
 
Medicinal Products for Human Use | Report: Applications for new human medicines under 
evaluation by the CHMP: May 2020 (new) 
 
Medicinal Products for Human Use | Newsletter: Human medicines highlights - May 
2020 (new) 
  
Medicinal Products for Veterinary Use | Public bulletin: Veterinary pharmacovigilance 
2019 (new) 
  
Medicinal Products for Human Use | COVID-19: What's new (updated) 
  
Medicinal Products for Human Use | News and press releases: EU actions to support 
availability of medicines during COVID-19 pandemic – update #5 

https://www.ema.europa.eu/documents/annual-report/annual-report-good-clinical-practice-inspectors-working-group-2018_en.pdf
https://www.ema.europa.eu/documents/annual-report/annual-report-good-clinical-practice-inspectors-working-group-2018_en.pdf
https://www.ema.europa.eu/documents/other/record-data-processing-activity-relating-trainings-public_en.pdf
https://www.ema.europa.eu/documents/committee-report/cat-monthly-report-application-procedures-guidelines-related-documents-advanced-therapies-april-2020_en.pdf
https://www.ema.europa.eu/documents/committee-report/cat-monthly-report-application-procedures-guidelines-related-documents-advanced-therapies-april-2020_en.pdf
https://www.ema.europa.eu/documents/committee-report/cat-monthly-report-application-procedures-guidelines-related-documents-advanced-therapies-april-2020_en.pdf
https://www.ema.europa.eu/documents/committee-report/cat-monthly-report-application-procedures-guidelines-related-documents-advanced-therapies-april-2020_en.pdf
https://www.ema.europa.eu/documents/committee-report/cat-monthly-report-application-procedures-guidelines-related-documents-advanced-therapies-april-2020_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-enpr-ema-coordinating-group-networks-meeting-21-february-2020_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-enpr-ema-coordinating-group-networks-meeting-21-february-2020_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-cat-meeting-18-20-march-2020_en.pdf
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/documents/other/article-57-product-data_en.xlsx
https://www.ema.europa.eu/en/human-regulatory/overview/plasma-master-file-pmf-certification/plasma-master-file-certificates
https://www.ema.europa.eu/en/human-regulatory/overview/plasma-master-file-pmf-certification/plasma-master-file-certificates
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/human-regulatory/research-development/compassionate-use
https://www.ema.europa.eu/en/human-regulatory/research-development/compassionate-use
https://www.ema.europa.eu/en/news/ema-recommends-expanding-remdesivir-compassionate-use-patients-not-mechanical-ventilation
https://www.ema.europa.eu/en/news/ema-recommends-expanding-remdesivir-compassionate-use-patients-not-mechanical-ventilation
https://www.ema.europa.eu/documents/report/applications-new-human-medicines-under-evaluation-chmp-may-2020_en.pdf
https://www.ema.europa.eu/documents/report/applications-new-human-medicines-under-evaluation-chmp-may-2020_en.pdf
https://www.ema.europa.eu/documents/newsletter/human-medicines-highlights-may-2020_en.pdf
https://www.ema.europa.eu/documents/newsletter/human-medicines-highlights-may-2020_en.pdf
https://www.ema.europa.eu/documents/newsletter/public-bulletin-veterinary-pharmacovigilance-2019_en.pdf
https://www.ema.europa.eu/documents/newsletter/public-bulletin-veterinary-pharmacovigilance-2019_en.pdf
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/eu-actions-support-availability-medicines-during-covid-19-pandemic-update-5
https://www.ema.europa.eu/en/news/eu-actions-support-availability-medicines-during-covid-19-pandemic-update-5
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HMA 

  
CMDh 
NEW - Art.46 assessment report for Palexia, Yantil, Tapentadol Grünenthal (tapentadol (as 
hydrochloride); 

  
UPDATE - Practical guidance for procedures related to Brexit for medicinal products for 
human use approved via MRP/DCP; 

  
UPDATE - Q&As on the implementation of the outcome of the Art. 31 referral on 
angiotensin-II-receptor antagonists (sartans) containing a tetrazole group; 

  
UPDATE - CMDh Best Practice Guide on the use of eCTD in the MRP/DCP; 

  
UPDATE - Additional Data requested for New Applications in the Mutual Recognition and 
Decentralised Procedures ; 

  
UPDATE - Data requested for Variations and/or Renewal Applications in 
the MRP/DCP which are not stated in the current EU legislation and/or in Volume 2B, 
Presentation and format of the dossier Common Technical Document (CTD) and/or in the 
EEA approved Guidelines / Recommendation papers; 

  
UPDATE - RMS Validation Checklist for human medicinal products in DCP; 
  

COMISSÃO EUROPEIA Interoperability guidelines for approved contact tracing mobile applications in the EU 

 

https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Paediatric_Regulation/Assessment_Reports/Article_46_work-sharing/Tapentadol_Art._46_PublicAR_04_2020.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Paediatric_Regulation/Assessment_Reports/Article_46_work-sharing/Tapentadol_Art._46_PublicAR_04_2020.pdf
https://www.hma.eu/535.html
https://www.hma.eu/535.html
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Advice_from_CMDh/CMDh_400_2019_Rev_2_04_2020_clean_-_QA_on_sartans_referral_rev_after_CMDh.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Advice_from_CMDh/CMDh_400_2019_Rev_2_04_2020_clean_-_QA_on_sartans_referral_rev_after_CMDh.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/eSubmissions/CMDh_084_2008_Rev7_04_2020_clean_-_BPG_on_the_use_of_eCTD_in_MRP_and_DCP_final_draft_for_adoption.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Application_for_MA/CMDh_043_2007_Rev.16_04_2020_clean_-_Data_requested_for_New_APP.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Application_for_MA/CMDh_043_2007_Rev.16_04_2020_clean_-_Data_requested_for_New_APP.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/CMDh_197_2010_Rev.6_04_2020_clean_-_Data_requested_for_variations_and_renewals.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/CMDh_197_2010_Rev.6_04_2020_clean_-_Data_requested_for_variations_and_renewals.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/CMDh_197_2010_Rev.6_04_2020_clean_-_Data_requested_for_variations_and_renewals.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/CMDh_197_2010_Rev.6_04_2020_clean_-_Data_requested_for_variations_and_renewals.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Application_for_MA/CMDh_368_2017_Rev.3_04_2020_RMS_validation_Checklist.docx
https://ec.europa.eu/health/sites/health/files/ehealth/docs/contacttracing_mobileapps_guidelines_en.pdf

