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LEGISLAÇÃO  

COMUNITÁRIA 

 
Acordo sobre a saída do Reino Unido da Grã-Bretanha e da Irlanda do Norte da União 
Europeia e da Comunidade Europeia da Energia Atómica 
 
Declaração Política que estabelece o quadro das futuras relações entre a União Europeia e 
o Reino Unido 
 

REGULAÇÃO 

INFARMED 

Nova infografia sobre medicamentos falsificados 
 
Revisão da lista de medicamentos abrangidos pela notificação prévia de exportação ou 
distribuição para outros Estados-membros  

• Deliberação n.º 095/CD/2019, de 11 de novembro 

• Circular Informativa n.º 174/CD/100.20.200, de 11/11/2019 
 
Infarmed Newsletter N.º 160 
 
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. 

ERS Livro de Reclamações Eletrónico – Informação aos operadores económicos 

SPMS Lista de Entrada em Vigor dos novos CPA (11-11-2019) 

EMA 

 
Medicinal Products for Human Use | Meeting highlights from the Committee for Medicinal 
Products for Human Use (CHMP) 11-14 November 2019 
 
Medicinal Products for Human Use | EMA confirms Xeljanz to be used with caution in 
patients at high risk of blood clots 
 
Medicinal Products for Human Use | Measures to minimise risk of serious side effects of 
multiple sclerosis medicine Lemtrada 
 
Medicinal Products for Human and Veterinary Use | European Medicines Agency mid-year 
report 2019 from the Executive Director 
 
Regulatory and procedural guideline: IRIS guide to the industry portal (updated) 
 

11 e 15 de novembro de 2019 
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https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.CI.2019.384.01.0001.01.POR&toc=OJ:C:2019:384I:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.CI.2019.384.01.0001.01.POR&toc=OJ:C:2019:384I:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.CI.2019.384.01.0178.01.POR&toc=OJ:C:2019:384I:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.CI.2019.384.01.0178.01.POR&toc=OJ:C:2019:384I:TOC
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/3408036
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/3406805
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/3406805
https://www.infarmed.pt/documents/15786/1065780/Delibera%C3%A7%C3%A3o+95_CD_2019/b7a4ffa1-2f8e-8ca0-9000-e453c608fbd2
https://www.infarmed.pt/documents/15786/2897018/Revis%C3%A3o+da+lista+de+medicamentos+abrangidos+pela+notifica%C3%A7%C3%A3o+pr%C3%A9via+de+exporta%C3%A7%C3%A3o+ou+distribui%C3%A7%C3%A3o+para+outros+Estados+Membros/5a59aa62-5b31-5d62-b094-fee8c0063155
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/3402238
http://app.infarmed.pt/listpmg/default.aspx
https://www.ers.pt/pt/not%C3%ADcias/listagem-de-not%C3%ADcias/lista-de-not%C3%ADcias/livro-de-reclama%C3%A7%C3%B5es-eletr%C3%B3nico-informa%C3%A7%C3%A3o-aos-operadores-econ%C3%B3micos/
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=G
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-11-14-november-2019
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-11-14-november-2019
https://www.ema.europa.eu/en/news/ema-confirms-xeljanz-be-used-caution-patients-high-risk-blood-clots
https://www.ema.europa.eu/en/news/ema-confirms-xeljanz-be-used-caution-patients-high-risk-blood-clots
https://www.ema.europa.eu/en/news/measures-minimise-risk-serious-side-effects-multiple-sclerosis-medicine-lemtrada
https://www.ema.europa.eu/en/news/measures-minimise-risk-serious-side-effects-multiple-sclerosis-medicine-lemtrada
https://www.ema.europa.eu/documents/report/european-medicines-agency-mid-year-report-2019-executive-director_en.pdf
https://www.ema.europa.eu/documents/report/european-medicines-agency-mid-year-report-2019-executive-director_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/iris-guide-industry-portal_en.pdf
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Medicinal Products for Human Use | News and press releases: First vaccine to protect 
against Ebola (updated) 
 
Medicinal Products for Human Use | Leaflet: EMA Regulatory Science to 2025 - Five 
goals (updated) 
 
Medicinal Products for Human Use | Scientific guideline: Guideline on clinical investigation 
of medicinal products for the treatment of gout - First version 

 
Medicinal Products for Human Use | Minutes of the PRAC meeting 11-14 June 2019 
 
Annual Activity Report 2018 

 
Medicinal Products for Human Use | Leaflet: EMA Regulatory Science to 2025 - Five goals 
 
‘Regulatory science to 2025’: live broadcast of post-consultation workshop 
 
Medicinal Products for Human Use | PDCO monthly report of opinions on paediatric 
investigation plans and other activities 15-18 October 2019 
 

HMA 
CMDh 
September 2019 CMDh Minutes 

COMISSÃO EUROPEIA 
Statement on Integration of the ERN to the healthcare systems of Member States 
 
Consulta pública - EU drugs strategy 2013-20 - evaluation 

 

https://www.ema.europa.eu/en/news/first-vaccine-protect-against-ebola
https://www.ema.europa.eu/en/news/first-vaccine-protect-against-ebola
https://www.ema.europa.eu/documents/leaflet/ema-regulatory-science-2025-five-goals_en.pdf
https://www.ema.europa.eu/documents/leaflet/ema-regulatory-science-2025-five-goals_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-clinical-investigation-medicinal-products-treatment-gout-first-version_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-clinical-investigation-medicinal-products-treatment-gout-first-version_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-prac-meeting-11-14-june-2019_en.pdf
https://www.ema.europa.eu/documents/report/annual-activity-report-2018_en.pdf
https://www.ema.europa.eu/documents/leaflet/ema-regulatory-science-2025-five-goals_en.pdf
https://www.ema.europa.eu/en/news/regulatory-science-2025-live-broadcast-post-consultation-workshop
https://www.ema.europa.eu/documents/committee-report/pdco-monthly-report-opinions-paediatric-investigation-plans-other-activities-15-18-october-2019_en.pdf
https://www.ema.europa.eu/documents/committee-report/pdco-monthly-report-opinions-paediatric-investigation-plans-other-activities-15-18-october-2019_en.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Agendas_and_Minutes/Minutes/2019_09_CMDh_Minutes.pdf
https://ec.europa.eu/health/sites/health/files/ern/docs/integration_healthcaresystems_en.pdf
https://ec.europa.eu/info/law/better-regulation/initiatives/ares-2018-5655037_en

