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LEGISLAÇÃO 

COMUNITÁRIA 

   
Regulamento (UE) 2019/831 da Comissão, de 22 de maio de 2019, que altera os anexos II, 
III e V do Regulamento (CE) n.o 1223/2009 do Parlamento Europeu e do Conselho 
relativo aos produtos cosméticos 
 
Retificação do Regulamento (CE) n.° 1223/2009 do Parlamento Europeu e do Conselho, de 
30 de novembro de 2009, relativo aos produtos cosméticos (JO L 342 de 22.12.2009) 
 
Decisão da Comissão, de 10 de maio de 2019, que altera a Decisão 2012/C 198/06 relativa 
à criação de um grupo de peritos independente e multissetorial para prestar 
aconselhamento sobre formas eficazes de investir na saúde 
 

REGULAÇÃO 

MINISTÉRIOS DAS 

FINANÇAS E DA SAÚDE 

 
Portaria n.º 352/2019 - Diário da República n.º 97/2019, Série II de 2019-05-21   
Finanças e Saúde - Gabinetes dos Secretários de Estado do Orçamento e Adjunto e da 
Saúde  
Autoriza o Hospital do Espírito Santo de Évora, E. P. E., a assumir um encargo até ao 
montante de 841.374,51 EUR, a que acresce IVA à taxa legal em vigor, referente à 
aquisição de Dispositivos Médicos - Cateter Guia para Angioplastia Coronária 

 

INFARMED 

 
Infarmed Newsletter N.º144  
 
Dados relativos aos processos de financiamento concluídos no 1.º trimestre de 2019  
 
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 
 

ACSS 

 
Circular Normativa Conjunta n.º 01/2019/ACSS/SPMS - Plataforma de Registo de Saúde 
Eletrónico – Sistema Integrado de Gestão de Acesso (RSE SIGA) 
 

EMA 

 
Medicinal products for Veterinary Use | Report: Monthly report on application 
procedures guidelines and related documents for veterinary medicines: February 2019  
 
Agenda: Agenda - CAT agenda of the 22-24 May 2019 meeting 

20 a 24 de maio de 2019 
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https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2019.137.01.0029.01.POR&toc=OJ:L:2019:137:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2019.133.01.0023.01.POR&toc=OJ:L:2019:133:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2019.174.01.0003.01.POR&toc=OJ:C:2019:174:TOC
https://dre.pt/web/guest/home/-/dre/122345259/details/maximized?serie=II&parte_filter=31&dreId=122345254
http://www.infarmed.pt/web/infarmed/noticias/-/journal_content/56/15786/3169846
http://www.infarmed.pt/web/infarmed/noticias/-/journal_content/56/15786/3168613
http://app.infarmed.pt/listpmg/default.aspx
http://www.acss.min-saude.pt/wp-content/uploads/2019/05/Circular_Normativa_Conjunta_01_2019_ACSS_SPMS.pdf
https://www.ema.europa.eu/en/documents/report/monthly-report-application-procedures-guidelines-related-documents-veterinary-medicines-february_en.pdf
https://www.ema.europa.eu/en/documents/report/monthly-report-application-procedures-guidelines-related-documents-veterinary-medicines-february_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-cat-agenda-22-24-may-2019-meeting_en.pdf
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Minutes: Minutes of the CHMP meeting 25-28 March 2019 
 
Regulatory and procedural guideline: IRIS quick guide to the portal for orphan industry 
users (updated) 
 
Medicinal products for Veterinary Use | Regulatory and procedural guideline: The revised 
checking process of mock-ups and specimens of outer/immediate labelling and package 
leaflets in the centralised procedure for veterinary medicinal products (updated) 
 
Medicinal products for Veterinary Use | Agenda - CVMP agenda of the 21-22 May 2019 
meeting 
 
Scientific publications (updated): Guidance for the governance of public-private 
collaborations in vaccine post-marketing settings in Europe. 
 
Medicinal products for Human Use | Regulatory and procedural guideline: Deadlines for 
submission of applications for orphan medicinal product designation to the EMA and 
corresponding COMP timetable for valid applications - 2019-2020 (updated) 
 
Annual Report: 2018 annual report of the European Medicines Agency (updated) 
 
Medicinal products for Human Use | Report: monthly figures - April 2019 
 
Medicinal products for Human Use | Update of EU recommendations for 2019–2020 
seasonal flu vaccine composition 
 
Medicinal products for Human Use | Regulatory and procedural guideline: Biologics 
Working Party (BWP) Ad hoc Influenza Working Group - Amended European Union 
recommendations for the seasonal influenza vaccine composition for the season 
2019/2020 (updated) 
 
Medicinal products for Human Use | Presentation - The summary-of-product-
characteristics guideline and paediatric aspects (updated) 
 
Medicinal products for Human Use | Frequently asked questions on SmPC paediatric 
information (updated) 
 

 

https://www.ema.europa.eu/documents/minutes/minutes-chmp-meeting-25-28-march-2019_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/iris-quick-guide-portal-orphan-industry-users_en-0.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/iris-quick-guide-portal-orphan-industry-users_en-0.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/revised-checking-process-mock-ups-specimens-outer/immediate-labelling-package-leaflets-centralised-procedure-veterinary-medicinal-products_en.pdf
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https://www.ema.europa.eu/documents/regulatory-procedural-guideline/biologics-working-party-bwp-ad-hoc-influenza-working-group-amended-european-union-recommendations/2020_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/biologics-working-party-bwp-ad-hoc-influenza-working-group-amended-european-union-recommendations/2020_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/biologics-working-party-bwp-ad-hoc-influenza-working-group-amended-european-union-recommendations/2020_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/biologics-working-party-bwp-ad-hoc-influenza-working-group-amended-european-union-recommendations/2020_en.pdf
https://www.ema.europa.eu/documents/presentation/presentation-summary-product-characteristics-guideline-paediatric-aspects_en.pdf
https://www.ema.europa.eu/documents/presentation/presentation-summary-product-characteristics-guideline-paediatric-aspects_en.pdf
https://www.ema.europa.eu/documents/other/frequently-asked-questions-smpc-paediatric-information_en.pdf
https://www.ema.europa.eu/documents/other/frequently-asked-questions-smpc-paediatric-information_en.pdf

