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LEGISLAÇÃO  

COMUNITÁRIA 
Resolução do Parlamento Europeu, de 19 de abril de 2018, sobre as hesitações em relação 
à vacinação e a queda das taxas de vacinação na Europa (2017/2951(RSP)) 

REGULAÇÃO 

MINISTÉRIO DAS 

FINANÇAS E DA SAÚDE 

 
Despacho n.º 10789/2019 - Diário da República n.º 224/2019, Série II de 2019-11-21 
Finanças e Saúde - Gabinetes da Ministra da Saúde e do Secretário de Estado Adjunto e 
das Finanças 
Designa a ARSN, como representante do Estado Português, para efeitos da arbitragem e de 
eventual acordo conciliatório, nos termos do contrato de gestão do Hospital de Braga, com 
vista a dirimir o litígio que opõe a Escala Braga à Entidade Pública Contratante, no âmbito 
da interpretação do anexo vii ao contrato de gestão, entre outra matéria 
 

INFARMED 

 
Infarmed Newsletter N.º 161 
 
Atualização da lista de grupos homogéneos e preços de referência 
No âmbito do Sistema de Preços de Referência, a lista dos grupos homogéneos e dos 
preços de referência unitários, a vigorar no 4.º trimestre de 2019, foi atualizada: 

• Circular Informativa N.º 177/CD/100.20.200, de 14/11/2019  

• Deliberação N.º 96/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. 
 

ACSS 

 
Circular Normativa 15/2019/DPS/ACSS 
Condições e procedimentos de pagamento das prestações de saúde realizadas aos 
beneficiários do Serviço Nacional de Saúde que devam ser cobradas pelas Instituições 
Hospitalares ao abrigo do Contrato-Programa 2019 
 

SPMS 
Boletim Informativo nº 42 
 
Lista de Entrada em Vigor dos novos CPA  

18 e 22 de novembro de 2019 

Saude@vda.pt 

https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2019.390.01.0141.01.POR&toc=OJ:C:2019:390:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2019.390.01.0141.01.POR&toc=OJ:C:2019:390:TOC
https://dre.pt/web/guest/home/-/dre/126411347/details/2/maximized?serie=II&parte_filter=31&filtrar=Filtrar&dreId=126396709
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/3414938
https://www.infarmed.pt/documents/15786/2897018/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+-+4%C2%BA+trimestre+de+2019+%28dezembro%29/42e18be9-1fc0-9e75-563a-f6aca9e23c09
https://www.infarmed.pt/documents/15786/2897023/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+-+4%C2%BA+trimestre+de+2019+%28dezembro%29/b46f6cce-fc0a-c404-436d-046561ce066c
https://www.infarmed.pt/documents/15786/2897023/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+-+4%C2%BA+trimestre+de+2019+%28novembro%29/86fbace0-dc57-9c67-bbb8-c5c3410f2969
http://app.infarmed.pt/listpmg/default.aspx
http://app.infarmed.pt/listpmg/default.aspx
http://www.acss.min-saude.pt/wp-content/uploads/2019/11/Circular-Normativa_15_2019_DPS_ACSS.pdf
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=N
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=G
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EMA 

 
Medicinal Products for Human Use | Minutes of the CAT meeting 17-19 July 2019 
EMA tracking tool: relocation to Amsterdam - Main milestones (updated) 
 
Medicinal Products for Human Use | Annex to the European Commission guideline on 
‘Excipients in the labelling and package leaflet of medicinal products for human use’ 
(SANTE-2017-11668) - Revision 1 
 
Medicinal Products for Human Use | Information for the package leaflet regarding ethanol 
used as an excipient in medicinal products for human use 
Minor uses / minor species and limited markets (updated) 
 
Medicinal Products for Veterinary Use | Concept paper for the revision of scientific 
guidelines on limited market for veterinary medicinal products 
 
Medicinal Products for Veterinary Use | Concept paper for the revision of scientific 
guidelines on limited market for veterinary medicinal products 
 
Medicinal Products for Human Use | From laboratory to patient: the journey of a centrally 
authorised medicine (updated) 
 
Medicinal Products for Human Use | Recommendations on eligibility to PRIME scheme - 
Adopted at the CHMP meeting of 11-14 November 2019 
 
Medicinal Products for Human Use | Procedural advice for orphan medicinal product 
designation: Guidance for sponsors (updated) 
 
Medicinal Products for Human Use | Procedural advice for post-orphan medicinal product 
designation activities: Guidance for sponsors (updated) 
 
Medicinal Products for Human Use | European Medicines Agency and Member States joint 
report to the European Commission on the experience with the list of products subject to 
additional monitoring 
 
Medicinal Products for Human Use | International Coalition of Medicines Regulatory 
Authorities (ICMRA) (updated) 
 
Medicinal Products for Human Use | Minutes of the CHMP meeting 16-19 September 2019 
 
Medicinal Products for Human Use | HMPC agenda of the 18-20 November 2019 meeting 
 
Medicinal Products for Human Use | Standard operating procedure for handling of 
requests for information (updated) 
 
Medicinal Products for Human Use | Ex ante publicity of a negotiated procedure: 
EMA/2019/40/LD – Legal advice in relation to procurement matters and contracts under EU 
procurement and Dutch law 
 
Medicinal Products for Human Use | Draft VICH GL59 Harmonisation of criteria to waive 
laboratory animal batch safety testing for vaccines for veterinary use 
 

https://www.ema.europa.eu/documents/minutes/minutes-cat-meeting-17-19-july-2019_en.pdf
https://www.ema.europa.eu/documents/other/ema-tracking-tool-relocation-amsterdam-main-milestones_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/annex-european-commission-guideline-excipients-labelling-package-leaflet-medicinal-products-human_en-0.pdf
https://www.ema.europa.eu/documents/scientific-guideline/annex-european-commission-guideline-excipients-labelling-package-leaflet-medicinal-products-human_en-0.pdf
https://www.ema.europa.eu/documents/scientific-guideline/annex-european-commission-guideline-excipients-labelling-package-leaflet-medicinal-products-human_en-0.pdf
https://www.ema.europa.eu/documents/scientific-guideline/information-package-leaflet-regarding-ethanol-used-excipient-medicinal-products-human-use_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/information-package-leaflet-regarding-ethanol-used-excipient-medicinal-products-human-use_en.pdf
https://www.ema.europa.eu/en/veterinary-regulatory/research-development/minor-uses-minor-species-limited-markets
https://www.ema.europa.eu/documents/scientific-guideline/concept-paper-revision-scientific-guidelines-limited-market-veterinary-medicinal-products_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/concept-paper-revision-scientific-guidelines-limited-market-veterinary-medicinal-products_en.pdf
https://www.ema.europa.eu/en/concept-paper-revision-scientific-guidelines-limited-market-veterinary-medicinal-products
https://www.ema.europa.eu/en/concept-paper-revision-scientific-guidelines-limited-market-veterinary-medicinal-products
https://www.ema.europa.eu/documents/other/laboratory-patient-journey-centrally-authorised-medicine_en.pdf
https://www.ema.europa.eu/documents/other/laboratory-patient-journey-centrally-authorised-medicine_en.pdf
https://www.ema.europa.eu/documents/report/recommendations-eligibility-prime-scheme-adopted-chmp-meeting-11-14-november-2019_en.pdf
https://www.ema.europa.eu/documents/report/recommendations-eligibility-prime-scheme-adopted-chmp-meeting-11-14-november-2019_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/procedural-advice-orphan-medicinal-product-designation-guidance-sponsors_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/procedural-advice-orphan-medicinal-product-designation-guidance-sponsors_en.pdf
https://www.ema.europa.eu/documents/other/procedural-advice-post-orphan-medicinal-product-designation-activities-guidance-sponsors_en.pdf
https://www.ema.europa.eu/documents/other/procedural-advice-post-orphan-medicinal-product-designation-activities-guidance-sponsors_en.pdf
https://www.ema.europa.eu/documents/report/european-medicines-agency-member-states-joint-report-european-commission-experience-list-products_en.pdf
https://www.ema.europa.eu/documents/report/european-medicines-agency-member-states-joint-report-european-commission-experience-list-products_en.pdf
https://www.ema.europa.eu/documents/report/european-medicines-agency-member-states-joint-report-european-commission-experience-list-products_en.pdf
https://www.ema.europa.eu/en/partners-networks/international-activities/multilateral-organisations-initiatives/international-coalition-medicines-regulatory-authorities-icmra
https://www.ema.europa.eu/en/partners-networks/international-activities/multilateral-organisations-initiatives/international-coalition-medicines-regulatory-authorities-icmra
https://www.ema.europa.eu/en/partners-networks/international-activities/multilateral-organisations-initiatives/international-coalition-medicines-regulatory-authorities-icmra
https://www.ema.europa.eu/documents/minutes/minutes-chmp-meeting-16-19-september-2019_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-hmpc-agenda-18-20-november-2019-meeting_en.pdf
https://www.ema.europa.eu/documents/sop/standard-operating-procedure-handling-requests-information_en.pdf
https://www.ema.europa.eu/documents/sop/standard-operating-procedure-handling-requests-information_en.pdf
https://www.ema.europa.eu/documents/procurement/ex-ante-publicity-negotiated-procedure-ema/2019/40/ld-legal-advice-relation-procurement-matters-contracts-under-eu-procurement-dutch-law_en.pdf
https://www.ema.europa.eu/documents/procurement/ex-ante-publicity-negotiated-procedure-ema/2019/40/ld-legal-advice-relation-procurement-matters-contracts-under-eu-procurement-dutch-law_en.pdf
https://www.ema.europa.eu/documents/procurement/ex-ante-publicity-negotiated-procedure-ema/2019/40/ld-legal-advice-relation-procurement-matters-contracts-under-eu-procurement-dutch-law_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/draft-vich-gl59-harmonisation-criteria-waive-laboratory-animal-batch-safety-testing-vaccines_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/draft-vich-gl59-harmonisation-criteria-waive-laboratory-animal-batch-safety-testing-vaccines_en.pdf


 

 

 
 
 www.vda.pt 

 

Medicinal Products for Human Use | Antimicrobial resistance (updated) 
 
Medicinal Products for Human Use | Responsible use of antibiotics: what’s your role? 
 
Medicinal Products for Human Use | Medicinal products for human use: monthly figures - 
October 2019 

 

HMA 

 
CMDh 
Report from the meeting held on 12-14 November 2019 
 
October 2019 CMDh Minutes 
 
List of safety concerns per approved Risk Management Plan (RMP) of active substances per 
product 

 

CEIC Nota Informativa Submissões No RNEC - Novos Procedimentos 

COMISSÃO EUROPEIA 

 
Commission report on the national and European Medicines Agency experience regarding 
the list of medicines for human use subject to additional monitoring 
 
Documents and presentations - 84th meeting of the Pharmaceutical Committee (7 
November 2019) 
 
Frequently Asked Questions and Specific criteria for the ERN call for membership updated 
 
Minutes - 16th meeting of the Board of Member States on ERNs (25 June 2019) 
 
Summary record - 14th Meeting of the Expert Group on Tobacco Policy established under 
Commission Decision C(2014) 3509 (15 October 2019) 
 
SCHEER - Minutes of the Working Group meeting on safety of breast implants in relation to 
anaplastic large cell lymphoma (BIA-ALCL) of 4 November 2019 
 
Commission publishes updated catalogue of nanomaterials used in cosmetics 
 

 

https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/antimicrobial-resistance
https://www.ema.europa.eu/documents/leaflet/responsible-use-antibiotics-whats-your-role_en.pdf
https://www.ema.europa.eu/documents/report/medicinal-products-human-use-monthly-figures-october-2019_en.pdf
https://www.ema.europa.eu/documents/report/medicinal-products-human-use-monthly-figures-october-2019_en.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/cmdh_pressreleases/2019/11-2019_CMDh_press_release.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Agendas_and_Minutes/Minutes/2019_10_CMDh_Minutes.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Pharmacovigilance_Legislation/RMPs/CMDh_330_2015_Rev22_2019_09.xlsx
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Pharmacovigilance_Legislation/RMPs/CMDh_330_2015_Rev22_2019_09.xlsx
https://www.ceic.pt/pagina-inicial/-/asset_publisher/2on2sMUpgX9T/content/nota-informativa-submissoes-no-rnec-novos-procedimentos?inheritRedirect=false&redirect=https%3A%2F%2Fwww.ceic.pt%2Fpagina-inicial%3Fp_p_id%3D101_INSTANCE_2on2sMUpgX9T%26p_p_lifecycle%3D0%26p_p_state%3Dnormal%26p_p_mode%3Dview%26p_p_col_id%3Dcolumn-1%26p_p_col_count%3D1
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=COM%3A2019%3A591%3AFIN
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=COM%3A2019%3A591%3AFIN
https://ec.europa.eu/health/documents/pharmaceutical-committee/human-meeting_en
https://ec.europa.eu/health/documents/pharmaceutical-committee/human-meeting_en
https://ec.europa.eu/health/sites/health/files/ern/docs/20191118_news_en.pdf
https://ec.europa.eu/health/sites/health/files/ern/docs/ev_20190625_mi_en.pdf
https://ec.europa.eu/health/sites/health/files/tobacco/docs/ev_20191015_sr_en.pdf
https://ec.europa.eu/health/sites/health/files/tobacco/docs/ev_20191015_sr_en.pdf
https://ec.europa.eu/health/sites/health/files/scientific_committees/scheer/docs/scheer_miwg_142.pdf
https://ec.europa.eu/health/sites/health/files/scientific_committees/scheer/docs/scheer_miwg_142.pdf
https://ec.europa.eu/growth/content/commission-publishes-updated-catalogue-nanomaterials-used-cosmetics_en

