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LEGISLAÇÃO  

NACIONAL 

Portaria n.º 404/2019 - Diário da República n.º 237/2019, Série I de 2019-12-10 
Educação 
Aprova, em anexo a esta portaria e que dela faz parte integrante, a lista de substâncias e 
métodos proibidos a partir de 1 de janeiro de 2020 

COMUNITÁRIA 

Resumo das decisões da União Europeia relativas às autorizações de introdução no 
mercado dos medicamentos de 1 de outubro de 2019 a 31 de outubro de 2019 [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 outubro de 2019 a 31 de outubro de 2019 (Decisões 
adotadas nos termos do artigo 34.o da Diretiva 2001/83/CE ou do artigo 38.o da Diretiva 
2001/82/CE)  

REGULAÇÃO 

MINISTÉRIO DAS 

FINANÇAS E DA SAÚDE 

 
Portaria n.º 828/2019 - Diário da República n.º 237/2019, Série II de 2019-12-10  
Finanças e Saúde - Gabinetes do Secretário de Estado do Orçamento e da Secretária de 
Estado Adjunta e da Saúde 
Autoriza o Hospital do Espírito Santo de Évora a assumir um encargo plurianual até ao 
montante de 348.757,50 EUR, a que acresce IVA à taxa legal em vigor, referente à aquisição 
de dispositivos médicos de ortopedia – osteossíntese 
 
Portaria n.º 829/2019 - Diário da República n.º 237/2019, Série II de 2019-12-10  
Finanças e Saúde - Gabinetes do Secretário de Estado do Orçamento e da Secretária de 
Estado Adjunta e da Saúde 
Autoriza o Hospital do Espírito Santo de Évora a assumir um encargo até ao montante de 
232.001,60 EUR, a que acresce IVA à taxa legal em vigor, referente à aquisição de 
dispositivos médicos - laparoscopia 
 
Portaria n.º 827/2019 - Diário da República n.º 236/2019, Série II de 2019-12-09  
Finanças e Saúde - Gabinetes do Secretário de Estado do Orçamento e da Secretária de 
Estado Adjunta e da Saúde 
Autoriza o Instituto Português de Oncologia de Coimbra Francisco Gentil a assumir um 
encargo plurianual até ao montante de 1 494 559,69 EUR, a que acresce IVA à taxa legal em 
vigor, referente ao fornecimento e montagem de equipamento médico-cirúrgico de um 
bloco operatório com duas salas de cirurgia incluindo a sua conceção e construção 
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https://dre.pt/web/guest/home/-/dre/127017058/details/maximized
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2019.415.01.0001.01.POR&toc=OJ:C:2019:415:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2019.415.01.0001.01.POR&toc=OJ:C:2019:415:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2019.415.01.0001.01.POR&toc=OJ:C:2019:415:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2019.415.01.0001.01.POR&toc=OJ:C:2019:415:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2019.415.01.0013.01.POR&toc=OJ:C:2019:415:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2019.415.01.0013.01.POR&toc=OJ:C:2019:415:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2019.415.01.0013.01.POR&toc=OJ:C:2019:415:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2019.415.01.0013.01.POR&toc=OJ:C:2019:415:TOC
https://dre.pt/web/guest/home/-/dre/127059503/details/3/maximized?serie=II&parte_filter=31&filtrar=Filtrar&dreId=127017060
https://dre.pt/web/guest/home/-/dre/127059504/details/3/maximized?serie=II&parte_filter=31&filtrar=Filtrar&dreId=127017060
https://dre.pt/web/guest/home/-/dre/126959349/details/maximized?serie=II&parte_filter=31&filtrar=Filtrar&dreId=126961670
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INFARMED 

Deliberação CD nº 107/2019 – Orientações Metodológicas para Estudos de Avaliação 
Económica de Tecnologias de Saúde 
 
Infarmed Newsletter N.º 164 
 
Medicamentos contendo metformina - deteção de impurezas 

 
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  

SPMS Lista de Entrada em Vigor_- 09-12-2019 

ACSS Edição n.º 16 do boletim ACONTECE 

EMA 

 
Medicinal Products for Human Use | COMP meeting report on the review of applications 
for orphan designation: December 2019 

Medicinal Products for Human Use | EMA issues alert on the risk of dosing errors with the 
cancer medicine Trisenox 

Medicinal Products for Veterinary Use |Committee for Medicinal Products for Veterinary 
Use (CVMP) Work Plan 2020 

Medicinal Products for Human Use | Meeting highlights from the Committee for Medicinal 
Products for Human Use (CHMP) 9-12 December 2019 

Medicinal Products for Human Use | Medicinal products for human use: monthly figures - 
November 2019 
 
Medicinal Products for Human Use | Questions and answers on comparability 
considerations for advanced therapy medicinal products (ATMP) 
 
Medicinal Products for Veterinary Use | VICH GL58 stability testing of new veterinary drug 
substances and medicinal products in climatic zones III and IV - First version 
 
Medicinal Products for Human Use | Medicines under additional monitoring: Annex IV - 
List of thiocolchicoside-containing medicinal products in the European Union (update) 
 
Medicinal Products for Human Use | Six-year review shows success of the EU signal 
management system in improving safe use of medicines 
 
Minutes of the 105th meeting of the Management Board: 3 October 2019 
 
Medicinal Products for Human Use | Regulatory and procedural guideline: Guidelines on 
good pharmacovigilance practices (GVP): Introductory cover note, last updated with 
chapter P.III on pharmacovigilance for the use of medicines by pregnant and breastfeeding 
women 
 
Medicinal Products for Human Use | Scientific guideline: Draft guideline on good 
pharmacovigilance practices: Product- or population-specific considerations III: Pregnant 

https://www.infarmed.pt/documents/15786/1431404/Deliberacao+CD+107-2019/450c0dd7-08d2-67a6-de44-ad9cbbb4bb08?version=1.0
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/3443138
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/3442131
http://app.infarmed.pt/listpmg/default.aspx
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=G
http://www.acss.min-saude.pt/wp-content/uploads/2019/12/Acontece-ACSS_16_2019.pdf
https://www.ema.europa.eu/documents/committee-report/comp-meeting-report-review-applications-orphan-designation-december-2019_en.pdf
https://www.ema.europa.eu/documents/committee-report/comp-meeting-report-review-applications-orphan-designation-december-2019_en.pdf
https://www.ema.europa.eu/documents/medication-error/ema-issues-alert-risk-dosing-errors-cancer-medicine-trisenox_en.pdf
https://www.ema.europa.eu/documents/medication-error/ema-issues-alert-risk-dosing-errors-cancer-medicine-trisenox_en.pdf
https://www.ema.europa.eu/documents/work-programme/committee-medicinal-products-veterinary-use-cvmp-work-plan-2020_en.pdf
https://www.ema.europa.eu/documents/work-programme/committee-medicinal-products-veterinary-use-cvmp-work-plan-2020_en.pdf
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-9-12-december-2019
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-9-12-december-2019
https://www.ema.europa.eu/documents/report/medicinal-products-human-use-monthly-figures-november-2019_en.pdf
https://www.ema.europa.eu/documents/report/medicinal-products-human-use-monthly-figures-november-2019_en.pdf
https://www.ema.europa.eu/documents/other/questions-answers-comparability-considerations-advanced-therapy-medicinal-products-atmp_en.pdf
https://www.ema.europa.eu/documents/other/questions-answers-comparability-considerations-advanced-therapy-medicinal-products-atmp_en.pdf
https://www.ema.europa.eu/documents/other/questions-answers-comparability-considerations-advanced-therapy-medicinal-products-atmp_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/vich-gl58-stability-testing-new-veterinary-drug-substances-medicinal-products-climatic-zones-iii-iv_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/vich-gl58-stability-testing-new-veterinary-drug-substances-medicinal-products-climatic-zones-iii-iv_en.pdf
https://www.ema.europa.eu/documents/additional-monitoring/annex-iv-list-thiocolchicoside-containing-medicinal-products-european-union_en.xls
https://www.ema.europa.eu/documents/additional-monitoring/annex-iv-list-thiocolchicoside-containing-medicinal-products-european-union_en.xls
https://www.ema.europa.eu/en/news/six-year-review-shows-success-eu-signal-management-system-improving-safe-use-medicines
https://www.ema.europa.eu/en/news/six-year-review-shows-success-eu-signal-management-system-improving-safe-use-medicines
https://www.ema.europa.eu/documents/minutes/minutes-105th-meeting-management-board-3-october-2019_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/guidelines-good-pharmacovigilance-practices-gvp-introductory-cover-note-last-updated-chapter-piii_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/guidelines-good-pharmacovigilance-practices-gvp-introductory-cover-note-last-updated-chapter-piii_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/guidelines-good-pharmacovigilance-practices-gvp-introductory-cover-note-last-updated-chapter-piii_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/guidelines-good-pharmacovigilance-practices-gvp-introductory-cover-note-last-updated-chapter-piii_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/draft-guideline-good-pharmacovigilance-practices-product-population-specific-considerations-iii_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/draft-guideline-good-pharmacovigilance-practices-product-population-specific-considerations-iii_en.pdf
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and breastfeeding women 
 
Medicinal Products for Human Use | How will pharmacovigilance look in 2030? 
 
Medicinal Products for Human Use | Human medicines highlights - December 2019 
 
Medicinal Products for Human Use |  PDCO agenda of the 9-11 December 2019 meeting 
 
Medicinal Products for Veterinary Use | Committee for Medicinal Products for Veterinary 
Use (CVMP): 08-10 October 2019 , European Medicines Agency, Amsterdam, the 
Netherlands, from 08/10/2019 to 10/10/2019 (updated) 
 
Medicinal Products for Veterinary Use | Monthly report on application procedures, 
guidelines and related documents for veterinary medicines: October 2019 
 
Medicinal Products for Human Use | Advanced therapy classification (updated) 
 
Medicinal Products for Human Use | Agenda - CHMP agenda of the 9-12 December 2019 
meeting 
 

HMA December 2019 CMDh Agenda 

 

https://www.ema.europa.eu/documents/scientific-guideline/draft-guideline-good-pharmacovigilance-practices-product-population-specific-considerations-iii_en.pdf
https://www.ema.europa.eu/en/news/how-will-pharmacovigilance-look-2030
https://www.ema.europa.eu/documents/newsletter/human-medicines-highlights-december-2019_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-pdco-agenda-9-11-december-2019-meeting_en.pdf
https://www.ema.europa.eu/en/events/committee-medicinal-products-veterinary-use-cvmp-08-10-october-2019
https://www.ema.europa.eu/en/events/committee-medicinal-products-veterinary-use-cvmp-08-10-october-2019
https://www.ema.europa.eu/documents/committee-report/monthly-report-application-procedures-guidelines-related-documents-veterinary-medicines-october-2019_en.pdf
https://www.ema.europa.eu/documents/committee-report/monthly-report-application-procedures-guidelines-related-documents-veterinary-medicines-october-2019_en.pdf
https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/advanced-therapies/advanced-therapy-classification
https://www.ema.europa.eu/documents/agenda/agenda-chmp-agenda-9-12-december-2019-meeting_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-chmp-agenda-9-12-december-2019-meeting_en.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Agendas_and_Minutes/Agendas/2019_12_CMDh_Agenda.pdf

