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LEGISLAÇÃO  

COMUNITÁRIA 

 
Convite à manifestação de interesse para painéis de peritos sobre dispositivos médicos e 

dispositivos médicos de diagnóstico in vitro — 804/PP/GRO/CODEL/20 
 

REGULAÇÃO 

MINISTÉRIO DAS FINANÇAS E 

SAÚDE 

 
Portaria n.º 647/2019 - Diário da República n.º 186/2019, Série II de 2019-09-27  
Finanças e Saúde - Gabinetes dos Secretários de Estado do Orçamento e Adjunto e da Saúde 
Autoriza o Centro Hospitalar de Entre Douro e Vouga, E. P. E., a assumir um encargo plurianual até 
ao montante de 1.470.750,00 EUR, isento de IVA, referente à aquisição de serviços médicos por 
Telerradiologia - Relatórios TAC 
 
Portaria n.º 650/2019 - Diário da República n.º 186/2019, Série II de 2019-09-27  
Finanças e Saúde - Gabinetes dos Secretários de Estado do Orçamento e Adjunto e da Saúde 
Autoriza o Centro Hospitalar de Entre Douro e Vouga, E. P. E., a assumir um encargo plurianual até 
ao montante de 736.282,11 EUR, isento de IVA, referente à aquisição de exames de medicina 
nuclear 
 
Despacho n.º 8576/2019 - Diário da República n.º 186/2019, Série II de 2019-09-27 
Saúde - Gabinete da Secretária de Estado da Saúde 
Subdelegação de competências da Secretária de Estado da Saúde na Diretora-Geral da da Saúde, no 
Diretor-Geral do Serviço de Intervenção nos Comportamentos Aditivos e nas Dependências e no 
Conselho Diretivo do Instituto Nacional de Emergência Médica, I. P. 
 
Portaria n.º 630/2019 - Diário da República n.º 183/2019, Série II de 2019-09-24  
Finanças e Saúde - Gabinetes dos Secretários de Estado do Orçamento e Adjunto e da Saúde 
Autoriza o Centro Hospitalar de Entre Douro e Vouga, E. P. E., a assumir um encargo plurianual até 
ao montante de 536.954,40 EUR (quinhentos e trinta e seis mil, novecentos e cinquenta e quatro 
euros e quarenta cêntimos), isento de IVA, referente à aquisição de serviços na área de Anatomia 
Patológica 
 
Portaria n.º 631/2019 - Diário da República n.º 183/2019, Série II de 2019-09-24  
Finanças e Saúde - Gabinetes dos Secretários de Estado do Orçamento e Adjunto e da Saúde 
Altera a Portaria n.º 160/2018, de 9 de março, que autoriza a Administração Regional de Saúde do 
Centro, I. P., a assumir um encargo plurianual com a construção de um novo edifício para a 
instalação do Centro de Saúde de Fernão de Magalhães 
 
Portaria n.º 632/2019 - Diário da República n.º 183/2019, Série II de 2019-09-24  
Finanças e Saúde - Gabinetes dos Secretários de Estado do Orçamento e Adjunto e da Saúde 
Autoriza a Administração Regional de Saúde de Lisboa e Vale do Tejo, I. P., a proceder à repartição 
de encargos decorrentes da empreitada de instalação da Unidade de Saúde da Chamusca até ao 
montante de 1.300.000,00 EUR (um milhão e trezentos mil euros), na condição de ter financiamento 

23 a 27 de setembro de 2019 

Saude@vda.pt 

https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2019.323.01.0093.01.POR&toc=OJ:C:2019:323:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2019.323.01.0093.01.POR&toc=OJ:C:2019:323:TOC
https://dre.pt/web/guest/home/-/dre/125008675/details/maximized?serie=II&parte_filter=31&dreId=125002968
https://dre.pt/web/guest/home/-/dre/125008678/details/maximized?serie=II&parte_filter=31&dreId=125002968
https://dre.pt/web/guest/home/-/dre/125008721/details/3/maximized?serie=II&parte_filter=31&dreId=125002968
https://dre.pt/web/guest/home/-/dre/124955100/details/maximized?serie=II&parte_filter=31&dreId=124955084
https://dre.pt/web/guest/home/-/dre/124955101/details/maximized?serie=II&parte_filter=31&dreId=124955084
https://dre.pt/web/guest/home/-/dre/124955102/details/maximized?serie=II&parte_filter=31&dreId=124955084
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europeu com candidatura aprovada e sujeita a financiamento máximo nacional de 450.000,00 EUR 
(quatrocentos e cinquenta mil euros), a que acresce IVA à taxa legal em vigor 
 
Portaria n.º 634/2019 - Diário da República n.º 183/2019, Série II de 2019-09-24  
Finanças e Saúde - Gabinetes dos Secretários de Estado do Orçamento e Adjunto e da Saúde 
Autoriza a Unidade Local de Saúde do Baixo Alentejo, E. P. E., a assumir um encargo plurianual até ao 
montante de 1.450.000,00 EUR (um milhão, quatrocentos e cinquenta mil euros), a que acresce IVA 
à taxa legal em vigor, referente à aquisição de cardioversores desfibrilhadores implantáveis 
 

INFARMED 

 
Novas "Perguntas frequentes" sobre indisponibilidade de medicamentos, notificação de ruturas e 
cessação de comercialização 

 
Infarmed Newsletter N.º 154 
 
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   
 

EMA 

 
Medicinal Products for Human Use |  Report: Recommendations on eligibility to PRIME scheme - 
Adopted at the CHMP meeting of 16-19 September 2019 (updated) 
 
Medicinal Products for Human Use |  Minutes of the PRAC meeting 08-11 April 2019 
 
Medicinal Products for Human Use |  Minutes of the CHMP meeting 24-27 June 2019 
 
Medicinal Products for Human Use |  Article 5(3) opinions : 
Nitrosamine impurities - Outcome of Article 5(3) 
Nitrosamines EMEA-H-A5(3)-1490 - Information on nitrosamines for marketing authorisation holders 

Adopted 
Nitrosamines EMEA-H-A5(3)-1490 - Questions and answers on 'Information on nitrosamines for 
marketing authorisation holders' 
 

Medicinal Products for Human Use |  News and press releases: EMA advises companies on steps to 
take to avoid nitrosamines in human medicines 
 
Medicinal Products for Human Use |  List of European Union reference dates and frequency of 
submission of periodic safety update reports (updated) 
 
Medicinal Products for Human Use |  Recommendations on eligibility to PRIME scheme - Adopted at 
the CHMP meeting of 16-19 September 2019 

Medicinal Products for Human Use |  List of products granted eligibility to PRIME (updated) 

Medicinal Products for Human Use |  List of medicinal products under additional 
monitoring (updated) 
 
Medicinal Products for Human Use |  COMP meeting report on the review of applications for 
orphan designation: Septmeber 2019 
 
Medicinal Products for Human Use |  CHMP ORGAM minutes for the meeting on 9 September 2019 
 
Medicinal Products for Veterinary Use |  Implementation of the new Veterinary Medicines 
Regulation 
 
Medicinal Products for Veterinary Use |  News and press releases: EMA’s work on new veterinary 

https://dre.pt/web/guest/home/-/dre/124955104/details/maximized?serie=II&parte_filter=31&dreId=124955084
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https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/3320869
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https://www.ema.europa.eu/documents/report/recommendations-eligibility-prime-scheme-adopted-chmp-meeting-16-19-september-2019_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-prac-meeting-08-11-april-2019_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-chmp-meeting-24-27-june-2019_en.pdf
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https://www.ema.europa.eu/en/documents/referral/nitrosamines-emea-h-a53-1490-information-nitrosamines-marketing-authorisation-holders_en.pdf
https://www.ema.europa.eu/en/documents/referral/nitrosamines-emea-h-a53-1490-questions-answers-information-nitrosamines-marketing-authorisation_en.pdf
https://www.ema.europa.eu/en/documents/referral/nitrosamines-emea-h-a53-1490-questions-answers-information-nitrosamines-marketing-authorisation_en.pdf
https://www.ema.europa.eu/en/news/ema-advises-companies-steps-take-avoid-nitrosamines-human-medicines
https://www.ema.europa.eu/en/news/ema-advises-companies-steps-take-avoid-nitrosamines-human-medicines
https://www.ema.europa.eu/documents/other/list-european-union-reference-dates-frequency-submission-periodic-safety-update-reports_en.xls
https://www.ema.europa.eu/documents/other/list-european-union-reference-dates-frequency-submission-periodic-safety-update-reports_en.xls
https://www.ema.europa.eu/documents/report/recommendations-eligibility-prime-scheme-adopted-chmp-meeting-16-19-september-2019_en.pdf
https://www.ema.europa.eu/documents/report/recommendations-eligibility-prime-scheme-adopted-chmp-meeting-16-19-september-2019_en.pdf
https://www.ema.europa.eu/documents/report/list-products-granted-eligibility-prime_en-0.xlsx
https://www.ema.europa.eu/documents/additional-monitoring/list-medicinal-products-under-additional-monitoring_en-0.pdf
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https://www.ema.europa.eu/documents/committee-report/comp-meeting-report-review-applications-orphan-designation-september-2019_en.pdf
https://www.ema.europa.eu/documents/committee-report/comp-meeting-report-review-applications-orphan-designation-september-2019_en.pdf
https://www.ema.europa.eu/documents/minutes/chmp-orgam-minutes-meeting-9-september-2019_en.pdf
https://www.ema.europa.eu/en/veterinary-regulatory/overview/implementation-new-veterinary-medicines-regulation
https://www.ema.europa.eu/en/veterinary-regulatory/overview/implementation-new-veterinary-medicines-regulation
https://www.ema.europa.eu/en/news/emas-work-new-veterinary-regulation-advances
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regulation advances 
 
Medicinal Products for Veterinary Use |  Regulatory and procedural guideline: Advice on 
implementing measures under Article 60(1) of Regulation (EU) 2019/6 on veterinary medicinal 
products - Scientific recommendation on the list of variations not requiring assessment 
 
Medicinal Products for Veterinary Use |  Report: Advice on implementing measures under Article 
57(3) of Regulation (EU) 2019/6 on veterinary medicinal products - Report on specific requirements 
for the collection of data on antimicrobial medicinal products used in animals 
 
Medicinal Products for Veterinary Use |  Regulatory and procedural guideline: Advice to the 
European Commission on the Union Product Database 
 
Medicinal Products for Veterinary Use |  Regulatory and procedural guideline: Advice implementing 
measures under Article 146(2) of Regulation (EU) 2019/6 on veterinary medicinal products – 
Scientific recommendation on the revision of Annex II to Regulation (EU) 2019/6 on veterinary 
medicinal products 
 
 

HMA 

 
CMDh 
Report from the meeting held on 17-19 September 2019 
 
Information on nitrosamines for marketing authorisation holders 
 
Questions and answers on "Information on nitrosamines for marketing authorisation holders" 
 
Q&As on Variations 
 

COMISSÃO EUROPEIA 
 
Questions and answers (version 16) - Safety features for medicinal products for human use  
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https://www.ema.europa.eu/documents/regulatory-procedural-guideline/advice-implementing-measures-under-article-601-regulation-eu-2019/6-veterinary-medicinal-products-scientific-recommendation-list-variations-not-requiring-assessment_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/advice-implementing-measures-under-article-601-regulation-eu-2019/6-veterinary-medicinal-products-scientific-recommendation-list-variations-not-requiring-assessment_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/advice-implementing-measures-under-article-601-regulation-eu-2019/6-veterinary-medicinal-products-scientific-recommendation-list-variations-not-requiring-assessment_en.pdf
https://www.ema.europa.eu/documents/report/advice-implementing-measures-under-article-573-regulation-eu-2019/6-veterinary-medicinal-products-report-specific-requirements-collection-data-antimicrobial-medicinal_en.pdf
https://www.ema.europa.eu/documents/report/advice-implementing-measures-under-article-573-regulation-eu-2019/6-veterinary-medicinal-products-report-specific-requirements-collection-data-antimicrobial-medicinal_en.pdf
https://www.ema.europa.eu/documents/report/advice-implementing-measures-under-article-573-regulation-eu-2019/6-veterinary-medicinal-products-report-specific-requirements-collection-data-antimicrobial-medicinal_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/advice-european-commission-union-product-database_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/advice-european-commission-union-product-database_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/advice-implementing-measures-under-article-1462-regulation-eu-2019/6-veterinary-medicinal-products-scientific-recommendation-revision-annex-ii-regulation-eu-2019/6-veterinary-medicinal-products_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/advice-implementing-measures-under-article-1462-regulation-eu-2019/6-veterinary-medicinal-products-scientific-recommendation-revision-annex-ii-regulation-eu-2019/6-veterinary-medicinal-products_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/advice-implementing-measures-under-article-1462-regulation-eu-2019/6-veterinary-medicinal-products-scientific-recommendation-revision-annex-ii-regulation-eu-2019/6-veterinary-medicinal-products_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/advice-implementing-measures-under-article-1462-regulation-eu-2019/6-veterinary-medicinal-products-scientific-recommendation-revision-annex-ii-regulation-eu-2019/6-veterinary-medicinal-products_en.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/cmdh_pressreleases/2019/09_2019_CMDh_press_release.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Advice_from_CMDh/CMDh_404_2019_Rev.0_2019_09_-_Nitrosamines_-_Information_on_nitrosamines_for_MAHs_.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Advice_from_CMDh/CMDh_405_2019_Rev.0_2019_09_-_Nitrosamines_-Q_A_on_Information_on_nitrosamines_for_MAHs_.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Questions_Answers/CMDh_132_2009_Rev54_09_2019_clean_-_QA_on_Variations.pdf
https://ec.europa.eu/health/sites/health/files/files/falsified_medicines/qa_safetyfeature_en.pdf
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