
 

 
Esta informação é de distribuição reservada, destinando-se exclusivamente aos clientes Vieira de Almeida, e não deve ser entendida como 
qualquer forma de publicidade, pelo que se encontra vedada a sua cópia ou circulação. A informação proporcionada e as opiniões expressas 
são de caráter geral, não substituindo o recurso a aconselhamento jurídico adequado para a resolução de casos concretos. www.vda.pt 

 

 

 

 

 

 

LEGISLAÇÃO  

COMUNITÁRIA 

 
Decisão de Execução (UE) 2019/1244 da Comissão, de 1 de julho de 2019, que altera a 
Decisão 2002/364/CE no que diz respeito aos requisitos para os testes combinados de 
antigénios e anticorpos para o VHC e VIH e para as técnicas de amplificação dos 
ácidos nucleicos relacionados com os materiais de referência e os ensaios qualitativos 
para o VIH [notificada com o número C(2019) 4632]   

 

REGULAÇÃO 

MINISTÉRIO DAS 

FINANÇAS E DA SAÚDE  

 
Portaria n.º 432/2019 - Diário da República n.º 137/2019, Série II de 2019-07-19  
Finanças e Saúde - Gabinetes dos Secretários de Estado do Orçamento e Adjunto e da 
Saúde 
Autoriza a Unidade Local de Saúde de Matosinhos a assumir um encargo plurianual até ao 
montante de 308.893,80 EUR, a que acresce IVA à taxa legal em vigor, referente à 
aquisição de Reagentes e Consumíveis para Determinação Quantitativa de VIH, VHB e VHC 
e Genotipagem do HPV e do VHC, com Colocação de Equipamento 
 
Portaria n.º 433/2019 - Diário da República n.º 137/2019, Série II de 2019-07-19  
Finanças e Saúde - Gabinetes dos Secretários de Estado do Orçamento e Adjunto e da 
Saúde 
Autoriza o Centro Hospitalar de Lisboa Ocidental a assumir um encargo plurianual até ao 
montante de 792.015,00 EUR, a que acresce IVA à taxa legal em vigor, referente à 
aquisição de reagentes para imunologia, como colocação de equipamentos no laboratório 
do Serviço de Patologia 
 
Portaria n.º 430/2019 - Diário da República n.º 136/2019, Série II de 2019-07-18  
Finanças e Saúde - Gabinetes dos Secretários de Estado do Orçamento e Adjunto e da 
Saúde 
Autoriza o Centro Hospitalar do Oeste a proceder à repartição de encargos até ao 
montante de 1.309.063.00 EUR, ao qual acresce IVA à taxa legal em vigor, para a 
remodelação e beneficiação de Áreas da Unidade Hospitalar de Torres Vedras 

 

INFARMED 

 
Novas medidas para evitar erros de medicação com Metotrexato 

 
Infarmed Newsletter N.º150 

 
Comunicado de Imprensa - Transparência no preço dos medicamentos 

15 e 19 de julho de 2019 

Saude@vda.pt 

https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2019.193.01.0001.01.POR&toc=OJ:L:2019:193:TOC
https://dre.pt/web/guest/home/-/dre/123326781/details/maximized?serie=II&parte_filter=31&day=2019-07-19&filtrar=Filtrar&date=2019-07-01&dreId=123326776
https://dre.pt/web/guest/home/-/dre/123326782/details/maximized?serie=II&parte_filter=31&day=2019-07-19&filtrar=Filtrar&date=2019-07-01&dreId=123326776
https://dre.pt/web/guest/home/-/dre/123256263/details/maximized?serie=II&parte_filter=31&dreId=123256249
http://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/3243738
http://app10.infarmed.pt/newsletter/150/index.html
http://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/3241046
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Atualização da lista de grupos homogéneos e preços de referência: 

•  Circular Informativa N.º 115/CD/100.20.200, de 09/07/2019 e Deliberação N.º 
64/CD/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 
 

SPMS Lista de Entrada em Vigor dos novos CPA (15 e 19-07-2019) 

HMA 

 
CMDh 

• HaRP assessment reports for almotriptan; alprazolam; amlodipine; bemiparin 
sodium; bisoprorol; calcium carbonate; cetirizine dihydrochloride; colchicine; 
donepezil; etoposide (for infusion); fluorouracil (systemic use); haloperidol (oral 
solution); hyoscine butylbromide; macrogol 3350, sodium chloride, sodium 
hydrogen carbonate, potassium chloride; melphalan; menotrophin; montelukast; 
pantoprazole; rupatadine fumarate; testosterone- transdermal/topical; 
vonorelbine (for infusion); (New) 

 

• List of safety concerns per approved Risk Management Plan (RMP) of active 
substances per product (Update) 

 

EMA 

 
Medicinal Products for Human Use | News and press releases: EMA takes note of the 
European Ombudsman’s decision on pre-submission activities 
 
Medicinal Products for Human Use | Agenda - CAT agenda of the 17-19 July 2019 meeting 
 
Other: List of eligible industry stakeholder organisations (updated) 

Medicinal Products for Human and Veterinary Use | Other: Article 57 product 
data (updated) 
 
Medicinal Products for Veterinary Use | Standard Operating Procedure - SOP: Standard 
operating procedure for management of periodic safety update reports (PSURs) for 
centrally authorised veterinary medicinal products: Annex I – contact details of national 
competent authorities (NCAs) for PSUR submission (updated) 
 
Medicinal Products for Human Use | List of European Union reference dates and 
frequency of submission of periodic safety update reports  
 
Medicinal Products for Human Use | Other: Introductory cover note to the list of 
European Union reference dates and frequency of submission of periodic safety update 
reports (updated) 
 
Medicinal Products for Human Use | Report: Medicinal products for human use: monthly 
figures - June 2019 
 
Medicinal Products for Human Use | Committee meeting report: PDCO monthly report of 
opinions on paediatric investigation plans and other activities 25-28 June 2019 
 

http://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/3240271
http://www.infarmed.pt/documents/15786/2897018/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+-+3%C2%BA+trimestre+de+2019+%28agosto%29/5897f95b-cd19-2ffd-2a03-d4e3bb839348
http://www.infarmed.pt/documents/15786/2897023/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+-+3%C2%BA+trimestre+de+2019+%28agosto%29/0de5e124-7ed3-055d-f5d2-1260abd1e84b
http://www.infarmed.pt/documents/15786/2897023/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+-+3%C2%BA+trimestre+de+2019+%28agosto%29/0de5e124-7ed3-055d-f5d2-1260abd1e84b
http://app.infarmed.pt/listpmg/default.aspx
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=G
https://www.hma.eu/616.html?&L=0
https://www.hma.eu/616.html?&L=0
https://www.hma.eu/616.html?&L=0
https://www.hma.eu/616.html?&L=0
https://www.hma.eu/616.html?&L=0
https://www.hma.eu/616.html?&L=0
https://www.hma.eu/616.html?&L=0
https://www.hma.eu/464.html?&L=0
https://www.hma.eu/464.html?&L=0
https://www.ema.europa.eu/documents/agenda/agenda-cat-agenda-17-19-july-2019-meeting_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-cat-agenda-17-19-july-2019-meeting_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-cat-agenda-17-19-july-2019-meeting_en.pdf
https://www.ema.europa.eu/documents/other/list-eligible-industry-stakeholder-organisations_en.pdf
https://www.ema.europa.eu/documents/other/article-57-product-data_en.xlsx
https://www.ema.europa.eu/documents/other/article-57-product-data_en.xlsx
https://www.ema.europa.eu/documents/sop/standard-operating-procedure-management-periodic-safety-update-reports-psurs-centrally-authorised_en.pdf
https://www.ema.europa.eu/documents/sop/standard-operating-procedure-management-periodic-safety-update-reports-psurs-centrally-authorised_en.pdf
https://www.ema.europa.eu/documents/sop/standard-operating-procedure-management-periodic-safety-update-reports-psurs-centrally-authorised_en.pdf
https://www.ema.europa.eu/documents/sop/standard-operating-procedure-management-periodic-safety-update-reports-psurs-centrally-authorised_en.pdf
https://www.ema.europa.eu/documents/other/list-european-union-reference-dates-frequency-submission-periodic-safety-update-reports_en-0.xls
https://www.ema.europa.eu/documents/other/list-european-union-reference-dates-frequency-submission-periodic-safety-update-reports_en-0.xls
https://www.ema.europa.eu/documents/other/introductory-cover-note-list-european-union-reference-dates-frequency-submission-periodic-safety_en.pdf
https://www.ema.europa.eu/documents/other/introductory-cover-note-list-european-union-reference-dates-frequency-submission-periodic-safety_en.pdf
https://www.ema.europa.eu/documents/other/introductory-cover-note-list-european-union-reference-dates-frequency-submission-periodic-safety_en.pdf
https://www.ema.europa.eu/documents/report/medicinal-products-human-use-monthly-figures-june-2019_en.pdf
https://www.ema.europa.eu/documents/report/medicinal-products-human-use-monthly-figures-june-2019_en.pdf
https://www.ema.europa.eu/documents/committee-report/pdco-monthly-report-opinions-paediatric-investigation-plans-other-activities-25-28-june-2019_en.pdf
https://www.ema.europa.eu/documents/committee-report/pdco-monthly-report-opinions-paediatric-investigation-plans-other-activities-25-28-june-2019_en.pdf
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Medicinal Products for Human Use | Report: Applications for new human medicines 
under evaluation by the CHMP: July 2019 
 
Medicinal Products for Human Use | Eligible healthcare professionals' 
organisations (updated) 
 
Medicinal Products for Human Use | Minutes of the CAT meeting 20-22 February 2019 
 
Medicinal Products for Human Use | Committee meeting report: CAT monthly report of 
application procedures, guidelines and related documents on advanced therapies: June 
2019 
 

COMISSÃO EUROPEIA 
Questions and answers (version 15) - Safety features for medicinal products for human 
use 

 

https://www.ema.europa.eu/documents/report/applications-new-human-medicines-under-evaluation-chmp-july-2019_en.pdf
https://www.ema.europa.eu/documents/report/applications-new-human-medicines-under-evaluation-chmp-july-2019_en.pdf
https://www.ema.europa.eu/en/partners-networks/healthcare-professionals/eligible-healthcare-professionals-organisations
https://www.ema.europa.eu/en/partners-networks/healthcare-professionals/eligible-healthcare-professionals-organisations
https://www.ema.europa.eu/documents/minutes/minutes-cat-meeting-20-22-february-2019_en.pdf
https://www.ema.europa.eu/documents/committee-report/cat-monthly-report-application-procedures-guidelines-related-documents-advanced-therapies-june-2019_en.pdf
https://www.ema.europa.eu/documents/committee-report/cat-monthly-report-application-procedures-guidelines-related-documents-advanced-therapies-june-2019_en.pdf
https://www.ema.europa.eu/documents/committee-report/cat-monthly-report-application-procedures-guidelines-related-documents-advanced-therapies-june-2019_en.pdf
https://ec.europa.eu/health/sites/health/files/files/falsified_medicines/qa_safetyfeature_en.pdf
https://ec.europa.eu/health/sites/health/files/files/falsified_medicines/qa_safetyfeature_en.pdf

