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LEGISLACAO

NACIONAL

COMUNITARIA

Portaria n.2 164/2021

Financas e Saude - Gabinetes da Secretaria de Estado do Orgamento e do
Secretario de Estado da Saude

Autoriza a Direcdo-Ceral da Saude a assumir um encargo plurianual até ao montante
de 1461 312,00 EUR, referente as taxas de preparac¢éo da aquisi¢do de doses de
vacina da gripe pandémica

Resolucdo da Assembleia da Republica n.2 119/2021

Assembleia da Republica

Recomenda ao Governo a implementacao de medidas para a recuperacao e reforgo
da atividade nos cuidados de saude primarios

Resolucdo da Assembleia Legislativa da Regido Autdnoma dos Acores n2 18/2021/A
Regiao Auténoma dos Acores - Assembleia Legislativa

Recomenda ao Governo Regional a elaboracdo de um plano de recuperagio da
atividade assistencial na area da salde

Decreto n.2 7/2021
Presidéncia do Conselho de Ministros
Regulamenta o estado de emergéncia decretado pelo Presidente da Republica

Decisao (UE) 2021/660 da Comissao, de 19 de abril de 2021, que altera a Decis&o
(UE) 2020/491 relativa a franguia aduaneira e a isencao de [VA sobre a importacdo
dos bens necessarios para combater os efeitos do surto de COVID-19 em 2020
[notificada com o nimero C(2021) 2693]
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https://dre.pt/web/guest/home/-/dre/162021996/details/maximized?serie=II&parte_filter=31&filtrar=Filtrar&dreId=162021985
https://dre.pt/web/guest/home/-/dre/161831732/details/maximized
https://dre.pt/web/guest/home/-/dre/161831736/details/maximized
https://dre.pt/web/guest/home/-/dre/161663896/details/maximized?serie=I&day=2021-04-17&date=2021-04-01
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2021.140.01.0010.01.POR&toc=OJ:L:2021:140:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2021.140.01.0010.01.POR&toc=OJ:L:2021:140:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2021.140.01.0010.01.POR&toc=OJ:L:2021:140:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2021.140.01.0010.01.POR&toc=OJ:L:2021:140:TOC
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REGULACAO

INFARMED

DGS

Deliberacdo n.2 391/2021
Aprova o regulamento sobre a notificac&o prévia de transac¢des de medicamentos
para o exterior do pais

Declaracdo de Retificacdo n.2 312/2021
Retificacdo da Deliberagdo n.2 270/2021, publicada no Diario da Republica, 2.2 série, n.2
51, de 15 de marco de 2021

Atualizagdo da lista de grupos homogéneos e precos de referéncia
+ Circular Informativa N.2 45/CD/100.20.200, de 09/04/2021
+ Deliberacido N.2 50/CD/2021

Nova edicdo do Infarmed Noticias

Publicacdo para efeitos do artigo 152-A do Decreto-Lei n.2 176/2006, de 30 de Agosto
- pedidos de autoriza¢do de introdu¢do no mercado de medicamentos genéricos.

Norma n2 002/2021 de 30/01/2021 atualizada a 21/04/2021
Campanha de Vacinag&o Contra a COVID-19

Plano de promocéo da testagem com trés eixos de intervencao

Norma n2 004/2020 de 23/03/2020 atualizada a 19/04/2021
Abordagem do Doente com Suspeita ou Confirmagao de COVID-19

Orientacao n? 036/2020 de 25/08/2020 atualizada a 17/04/2021
COVID-19: Desporto e Competicdes Desportivas

Orientacdo n? 009/2020 de 11/03/2020 atualizada a 17/04/2021
COVID-19: Procedimentos para Estruturas Residenciais para Idosos (ERPI) e para
Unidades de Cuidados Continuados Integrados (véarias tipologias).

Orientacao n2 018/2020 de 30/03/2020 atualizada a 20/04/2021
COVID-19 - Gravidez e Parto

Orientacdo n2 026/2020 de 19/05/2020 atualizada a 20/04/2021
COVID-19: Cuidados ao Recém-nascido na Maternidade

Orientacao n2 028/2020 de 28/05/2020 atualizada a 16/04/2021
COVID-19: FASE DE MITIGACAO - RECUPERACAO - Utilizacdo de equipamentos
culturais
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https://dre.pt/web/guest/home/-/dre/161928072/details/7/maximized?serie=II&parte_filter=31&filtrar=Filtrar&dreId=161904547
https://dre.pt/web/guest/home/-/dre/161860187/details/5/maximized?serie=II&parte_filter=31&filtrar=Filtrar&dreId=161831745
https://www.infarmed.pt/documents/15786/4183417/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+-+2%C2%BA+trimestre+de+2021+%28maio%29/72cad5a7-af75-eb09-2b51-6351065924bb
https://www.infarmed.pt/documents/15786/4183424/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+-+2%C2%BA+trimestre+de+2021+%28maio%29/8ae1b6f6-db34-35fc-668f-31e1f784c662
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/4333990
http://app.infarmed.pt/listpmg/default.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/normas-e-circulares-normativas/norma-n-0022021-de-30012021-pdf.aspx
https://www.dgs.pt/documentos-e-publicacoes/plano-de-promocao-da-testagem-com-tres-eixos-de-intervencao.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/normas-e-circulares-normativas/norma-n-0042020-de-23032020-atualizada-a-141020201.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/orientacoes-e-circulares-informativas/orientacao-n-0362020-de-25082020-pdf.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/orientacoes-e-circulares-informativas/orientacao-n-0092020-de-11032020-pdf.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/orientacoes-e-circulares-informativas/orientacao-n-0182020-de-30032020-pdf.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/orientacoes-e-circulares-informativas/orientacao-n-0262020-de-19052020.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/orientacoes-e-circulares-informativas/orientacao-n-0282020-de-28052020-pdf.aspx
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EMA

Medicinal Products for Human Use | News and press releases: Meeting
highlights from the Committee for Medicinal Products for Human Use (CHMP)

19-22 April 2021

Medicinal Products for Human Use | News and press releases: New treatment for
rare autoimmune disease of nerve cells

Medicinal Products for Human Use | Other: Pharmacovigilance-related
requlatory recommendations for centrally authorised veterinary medicinal
products during 2021 (updated)

Medicinal Products for Human Use | Committee meeting report: COMP meeting
report on the review of applications for orphan designation: April 2021

Medicinal Products for Human Use | Medicines for use outside the European
Union (updated)

Medicinal Products for Human Use | Overview of comments: Overview of
comments received on 'Public guidance - Parallel application for EU-M4all
(Article 58) opinion and Centralised Marketing Authorisation procedure’
(EMA/104275/2021)

Medicinal Products for Human Use | Other: Submission deadlines for paediatric
applications 2021-2024 (updated)

Medicinal Products for Human Use | Regulatory and procedural guideline: Public
guidance - Parallel application for EU-M4all (Article 58) opinion and Centralised
Marketing Authorisation procedure

Medicinal Products for Human Use | News and press releases: Clinical Trials
Information System reaches major milestone towards go-live and application of
the Clinical Trial Requlation

Medicinal Products for Human Use | COVID-19: latest updates (updated)

Medicinal Products for Human Use | Minutes - PDCO minutes of the 23-26
February 2021 meeting

Medicinal Products for Human Use | News and press releases: COVID-19 Vaccine
Janssen: EMA finds possible link to very rare cases of unusual blood clots with
low blood platelets

Medicinal Products for Veterinary Use | Agenda - Veterinary Big Data
Stakeholder Forum

Medicinal Products for Human Use | Regulatory and procedural guideline: List of
centrally authorised products requiring a notification of a change for update of
annexes (updated)

Medicinal Products for Human Use | Extraordinary meeting of the
Pharmacovigilance Risk Assessment Committee (PRAC): 20 April 2021, Virtual
meeting, from 20/04/2021 to 20/04/2021

Medicinal Products for Human and Veterinary Use | Newsletter: News bulletin
for small and medium-sized enterprises - Issue 52

Medicinal Products for Human Use | Renewal and annual re-assessment of
marketing authorisation (updated)
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https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-19-22-april-2021
https://www.ema.europa.eu/en/news/new-treatment-rare-autoimmune-disease-nerve-cells
https://www.ema.europa.eu/documents/other/pharmacovigilance-related-regulatory-recommendations-centrally-authorised-veterinary-medicinal_en.pdf
https://www.ema.europa.eu/documents/committee-report/comp-meeting-report-review-applications-orphan-designation-april-2021_en.pdf
https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/medicines-use-outside-european-union
https://www.ema.europa.eu/documents/comments/overview-comments-received-public-guidance-parallel-application-eu-m4all-article-58-opinion/104275/2021_en.pdf
https://www.ema.europa.eu/documents/other/submission-deadlines-paediatric-applications-2021-2024_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/public-guidance-parallel-application-eu-m4all-article-58-opinion-centralised-marketing-authorisation_en.pdf
https://www.ema.europa.eu/en/news/clinical-trials-information-system-reaches-major-milestone-towards-go-live-application-clinical
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/covid-19-latest-updates
https://www.ema.europa.eu/documents/report/minutes-pdco-minutes-23-26-february-2021-meeting_en.pdf
https://www.ema.europa.eu/en/news/covid-19-vaccine-janssen-ema-finds-possible-link-very-rare-cases-unusual-blood-clots-low-blood
https://www.ema.europa.eu/documents/agenda/agenda-veterinary-big-data-stakeholder-forum_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/list-centrally-authorised-products-requiring-notification-change-update-annexes_en.pdf
https://www.ema.europa.eu/en/events/extraordinary-meeting-pharmacovigilance-risk-assessment-committee-prac-20-april-2021
https://www.ema.europa.eu/documents/newsletter/news-bulletin-small-medium-sized-enterprises-issue-52_en.pdf
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/renewal-annual-re-assessment-marketing-authorisation
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EMA

HMA

COMISSAO
EUROPEIA

Medicinal Products for Human Use | Other: Stakeholder engagement highlights
2020

Medicinal Products for Human Use | Other: Scientific recommendations on
classification of advanced therapy medicinal products

Medicinal Products for Human Use | Report: Medicinal products for human use;
monthly figures - March 2021

Medicinal Products for Human Use | Agenda - CHMP agenda of the 19-22 April
2021 meeting

Medicinal Products for Human Use | Press briefing on PRAC conclusions on
signal of thromboembolic events with COVID-19 Vaccine Janssen, Virtual
meeting, from 20/04/2021 to 20/04/2021

CMDh
April 2021 CMDh Agenda

Summary report - Workshop EU4Health Programme 2021: potential solutions for a
healthier European Union (24 March 2021)

The work continues! Join the newly created exchange and stakeholder networks
based on the 2020 Thematic Networks

Minutes - 3rd Drafting Group on European solidarity in public health emergencies

26 March 2021

Regulation (EU) 2017/745 - Questions & Answers regarding clinical investigation
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https://www.ema.europa.eu/documents/other/stakeholder-engagement-highlights-2020_en.pdf
https://www.ema.europa.eu/documents/other/scientific-recommendations-classification-advanced-therapy-medicinal-products_en.xlsx
https://www.ema.europa.eu/documents/report/medicinal-products-human-use-monthly-figures-march-2021_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-chmp-agenda-19-22-april-2021-meeting_en.pdf
https://www.ema.europa.eu/en/events/press-briefing-prac-conclusions-signal-thromboembolic-events-covid-19-vaccine-janssen
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Agendas_and_Minutes/Agendas/2021_04_CMDh_Agenda.pdf
https://ec.europa.eu/health/sites/health/files/funding/docs/ev_20210324_sr_en.pdf
https://ec.europa.eu/health/sites/health/files/policies/docs/20210421_hpp_statements.pdf
https://ec.europa.eu/health/sites/health/files/expert_panel/docs/ev_20210326_mi_en.pdf
https://ec.europa.eu/health/sites/health/files/md_sector/docs/mdcg_2021-6_en.pdf

ontactos

saude@vda.pt

Esta informagdo é de distribuigdo reservada, destinando-se exclusivamente aos clientes Vieira de Almeida, e ndo deve ser entendida como
qualquer forma de publicidade, pelo que se encontra vedada a sua copia ou circulagdo. A informagdo proporcionada e as opinides
expressas sao de carater geral, ndo substituindo o recurso a aconselhamento juridico adequado para a resolugdo de casos concretos.



