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Portaria n2 56/2021

Saude

Estabelece um regime excecional e temporario para a realizagdo em autoteste de
testes rapidos de antigénio, destinados, pelos seus fabricantes, a serem realizados
em amostras da area nasal anterior interna

Decreto do Presidente da Republica n.2 25-A/2021

Presidéncia da Republica

Renova a declaracao do estado de emergéncia, com fundamento na verificagdo de
uma situac¢ao de calamidade publica

Resolucdo da Assembleia da Republica n.2 77-B/2021
Assembleia da Republica
Autorizagdo da renovagdo do estado de emergéncia

Portaria n2 54/2021

Sadde

Estabelece um incentivo excecional a recuperagdo de consultas presenciais nos
cuidados de salude primarios, regulamentando o disposto no n.2 1 do artigo 277.2
daLei n.2 75-B/2020, de 31 de dezembro

Resolucao do Conselho de Ministros n.2 16-A/2021

Presidéncia do Conselho de Ministros

Autoriza a despesa com a aquisicao de servigos de realizacao de testes rapidos de
antigénio em estabelecimentos de ensino publicos e em respostas sociais de apoio
a infancia do setor social e solidario

Regulamento de Execucdo (UE) 2021/442 da Comissao, de 11 de marco de 2021,
gue sujeita a exportacao de determinados produtos a apresentacido de uma
autorizacdo de exportacao

Resumo das decisdes da Unido Europeia relativas as autorizacdes de introducdo no
mercado dos medicamentos em 11 de marco de 2021 [Publicado nos termos do
artigo 13.0 ou do artigo 38.0 do Regulamento (CE) n.0 726/2004 do Parlamento
Europeu e do Conselho

Despacho n.2 2606/2021

Finangas e Saude - Gabinetes do Ministro de Estado e das Finangas e do
Secretario de Estado Adjunto e da Saude

Determina o montante disponivel para programas de apoio para financiamento a
projetos pontuais, a atribuir pela Direcao-Geral da Saude, em 2021
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https://dre.pt/web/guest/home/-/dre/159304338/details/maximized
https://dre.pt/web/guest/home/-/dre/159304330/details/maximized?serie=I&day=2021-03-11&date=2021-03-01
https://dre.pt/web/guest/home/-/dre/159304331/details/maximized?serie=I&day=2021-03-11&date=2021-03-01
https://dre.pt/web/guest/home/-/dre/159174082/details/maximized
https://dre.pt/web/guest/pesquisa/-/search/152639825/details/normal?l=1
https://dre.pt/web/guest/home/-/dre/158991641/details/maximized?serie=I&day=2021-03-08&date=2021-03-01
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2021.085.01.0190.01.POR&toc=OJ:L:2021:085:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2021.083.01.0004.01.POR&toc=OJ:C:2021:083:TOC
https://dre.pt/web/guest/home/-/dre/159087186/details/maximized?serie=II&parte_filter=31&day=2021-03-09&date=2021-03-01&filtrar=Filtrar&dreId=159087178
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Circular Informativa N.2 031/CD/550.20.001 Data: 11/03/2021 - Vacina contra a
COVID-19 AstraZeneca: avaliagdo de eventos tromboembdlicos - beneficios da
vacina superam os riscos (Atualizagao)

Atualizacao de informacao - Vacina AstraZeneca

Comunicado de Imprensa - Vacina COVID-19 da Janssen recomendada para
autorizacao na UE

Insuficiente evidéncia para uso de ivermectina na COVID-19

Comunicado de Imprensa - Vacina COVID-19 da Janssen recomendada para
autorizacao na UE

Atualizacdo de informacao - Vacina AstraZeneca

Austria retira por precaucao lote da vacina AstraZeneca

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

Despacho n2 008/2021 de 10/03/2021
Constituigdo do Grupo Técnico de Saude Publica para a COVID-19

Despacho n2 009/2021 de 10/032021
Constituicdo da Comissdo Técnica para os Eventos de Massas COVID-19

Orientacéo Conjunta DGEStE/ISS IP/DGS de 07/03/2021
Programa de rastreios laboratoriais para SARS-CoV-2 nas creches e
estabelecimentos de educagio e ensino

Alerta de supervisdo n.2 2/2021
Exercicio do direito ao acompanhamento durante o parto, no ambito da situacao
atual de pandemia SARS-CoV-2 e de infe¢do epidemioldgica por COVID-19

2021/ 212 - Dispositivos de neonatologia e pediatria
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https://www.infarmed.pt/documents/15786/4183412/Vacina+contra+a+COVID-19+AstraZeneca%3A+avalia%C3%A7%C3%A3o+de+eventos+tromboemb%C3%B3licos+-+benef%C3%ADcios+da+vacina+superam+os+riscos+%28Atualiza%C3%A7%C3%A3o%29/b5997c5e-1bea-6ded-abc8-1d1a4e8246c5?version=1.0
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/4264224
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/4263788
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/4262037
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/4263788
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/4260105
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/4253872
http://app.infarmed.pt/listpmg/default.aspx
https://www.dgs.pt/a-direccao-geral-da-saude/comunicados-e-despachos-do-director-geral/despacho-n-0082021-de-10032021-pdf.aspx
https://www.dgs.pt/a-direccao-geral-da-saude/comunicados-e-despachos-do-director-geral/despacho-n-0092021-de-10032021-pdf.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/orientacoes-e-circulares-informativas/orientacao-conjunta-dgesteissipdgs-de-070320211.aspx
https://www.ers.pt/pt/comunicacao/destaques/lista-de-destaques/alerta-de-supervis%C3%A3o-n-%C2%BA-2-2021/
https://www.catalogo.min-saude.pt/CEC/Publico/PubConcurso.aspx?SeqConc=551
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Medicinal Products for Human Use | COVID-19: latest updates (updated)

EMA

Medicinal Products for Human Use | COVID-19 vaccines: under
evaluation (updated)

Medicinal Products for Human Use | COVID-19 vaccines: authorised (updated)

Medicinal Products for Human Use | Committee meeting report: PDCO monthly
report of opinions on paediatric investigation plans and other activities 26-29
January 2021 (new)

Medicinal Products for Human Use | News and press releases: COVID-19
Vaccine AstraZeneca: PRAC investigating cases of thromboembolic events -
vaccine's benefits currently still outweigh risks - Update

Medicinal Products for Human Use | News and press releases: EMA
recommends COVID-19 Vaccine Janssen for authorisation in the EU

News and press releases: EMA website briefly unavailable on 15 March 2021

Medicinal Products for Human Use | News and press releases: EMA starts rolling
review of Eli Lilly antibodies bamlanivimab and etesemivab for COVID-19

Medicinal Products for Human Use | Minutes of the COMP meeting 19-21
January 2021 (new)

Committee meeting report: Monthly report on application procedures,
guidelines and related documents for veterinary medicines: January 2021 (new)

Medicinal Products for Veterinary Use | Webinar on reporting suspected side
effects following administration of veterinary medicine, Virtual meeting, from
30/03/2021 to 30/03/2021

Agenda: Draft agenda for the 111th meeting of the Management Board: 11 March
2021 (new)

Medicinal Products for Human Use | News and press releases: COVID-19
Vaccine AstraZeneca: PRAC preliminary view suggests no specific issue with
batch used in Austria

Medicinal Products for Human Use | Public-health advice during COVID-19
pandemic (updated)

Other: Quick interactive guide to IRIS registration process (updated)

Medicinal Products for Human Use | Other: Mandate of the European network
of paediatric research-European Medicines Agency working groups (updated)

Medicinal Products for Human Use | Other: CAT work plan 2021 (new)

Medicinal Products for Human Use | Minutes: CHMP ORGAM minutes for the
meeting on 13 July 2020 (new)

Medicinal Products for Human Use | Agenda: CHMP ORGAM agenda for the
meeting on 7 September 2020 (new)

Medicinal Products for Human Use | Work programme: HMPC work plan
2021 (new)
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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/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines/vaccines-covid-19/covid-19-vaccines-under-evaluation
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines/vaccines-covid-19/covid-19-vaccines-authorised
https://www.ema.europa.eu/documents/committee-report/pdco-monthly-report-opinions-paediatric-investigation-plans-other-activities-26-29-january-2021_en.pdf
https://www.ema.europa.eu/en/news/covid-19-vaccine-astrazeneca-prac-investigating-cases-thromboembolic-events-vaccines-benefits
https://www.ema.europa.eu/en/news/ema-recommends-covid-19-vaccine-janssen-authorisation-eu
https://www.ema.europa.eu/en/news/ema-website-briefly-unavailable-15-march-2021
https://www.ema.europa.eu/en/news/ema-starts-rolling-review-eli-lilly-antibodies-bamlanivimab-etesemivab-covid-19
https://www.ema.europa.eu/documents/minutes/minutes-comp-meeting-19-21-january-2021_en.pdf
https://www.ema.europa.eu/documents/committee-report/monthly-report-application-procedures-guidelines-related-documents-veterinary-medicines-january-2021_en.pdf
https://www.ema.europa.eu/en/events/webinar-reporting-suspected-side-effects-following-administration-veterinary-medicine
https://www.ema.europa.eu/documents/agenda/draft-agenda-111th-meeting-management-board-11-march-2021_en.pdf
https://www.ema.europa.eu/en/news/covid-19-vaccine-astrazeneca-prac-preliminary-view-suggests-no-specific-issue-batch-used-austria
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/public-health-advice-during-covid-19-pandemic
https://www.ema.europa.eu/documents/other/quick-interactive-guide-iris-registration-process_en.pdf
https://www.ema.europa.eu/documents/other/mandate-european-network-paediatric-research-european-medicines-agency-working-groups_en.pdf
https://www.ema.europa.eu/documents/other/cat-work-plan-2021_en.pdf
https://www.ema.europa.eu/documents/minutes/chmp-orgam-minutes-meeting-13-july-2020_en.pdf
https://www.ema.europa.eu/documents/agenda/chmp-orgam-agenda-meeting-7-september-2020_en.pdf
https://www.ema.europa.eu/documents/work-programme/hmpc-work-plan-2021_en.pdf
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EMA

HMA

Medicinal Products for Human and Veterinary Use | Other: Questions and
answers to stakeholders on the implementation of the protocol on Ireland /
Northern Ireland (updated)

Medicinal Products for Human Use| International collaboration on GMP
inspections (updated)

Brexit: the United Kingdom's withdrawal from the European Union (updated)

Brexit-related guidance for companies (updated)

Medicinal Products for Human Use| Agenda - PRAC draft agenda of meeting 8-
11 March 2021 (new)

European Medicines Agency and payer community meeting, Virtual meeting,
from 12/03/2021 to 12/03/2021

Medicinal Products for Human Use| PRAC recommendation on signal: New
product information wording: extracts from PRAC recommendations on signals
adopted at the 8-11 February 2021 PRAC (new)

Medicinal Products for Human Use|l PRAC recommendation on signal: PRAC
recommendations on signals adopted at the 8-11 February 2021 PRAC
meeting (new)

Medicinal Products for Human Use|l Agenda: CHMP ORGAM agenda for the
meeting on 13 July 2020 (new)

Medicinal Products for Human Use| Report: List of withdrawn medicinal
products in accordance with Art. 123(4) of the Directive - 2020 (new)

Medicinal Products for Human Use| Referrals document: Eli Lilly and Company
Limited antibody combination (bamlanivimab / etesevimab - COVID19 - Article-
5(3) procedure: Conditions of use, conditions for distribution and patients
targeted and conditions for safety monitoring (new)

Medicinal Products for Human Usel News and press releases: EMA issues advice
on use of antibody combination (bamlanivimab / etesevimab)

Medicinal Products for Human Use| Clinical Trials Information System (CTIS):
training programme (updated)

Medicinal Products for Human Usel| Availability of medicines (updated)

CMDh
NEW - Summary of CMDh Activities 2020

NEW - Art. 45 assessment report for Varicella virus vaccine live

NEW - Art. 46 assessment reports for Foradil Aerolizer (formoterol fumarate) and
Varivax (Varicella virus vaccine live)

UPDATE - List of active substances for which data has been submitted in
accordance with Article 45 of the Paediatric Regulation

UPDATE - CMDh Guidance on the Informal Work-Sharing procedure for follow-up
for PSUSA for NAPs (PSUFU)

UPDATE - Lead Member State PSUR Follow-Up assessment report template
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https://www.ema.europa.eu/documents/other/questions-answers-stakeholders-implementation-protocol-ireland/northern-ireland_en.pdf
https://www.ema.europa.eu/en/human-regulatory/research-development/compliance/good-manufacturing-practice/international-collaboration-gmp-inspections
https://www.ema.europa.eu/en/about-us/brexit-united-kingdoms-withdrawal-european-union
https://www.ema.europa.eu/en/about-us/brexit-uk-withdrawal-eu/brexit-related-guidance-companies
https://www.ema.europa.eu/documents/agenda/agenda-prac-draft-agenda-meeting-8-11-march-2021_.pdf
https://www.ema.europa.eu/en/events/european-medicines-agency-payer-community-meeting-0
https://www.ema.europa.eu/documents/prac-recommendation/new-product-information-wording-extracts-prac-recommendations-signals-adopted-8-11-february-2021_en.pdf
https://www.ema.europa.eu/documents/prac-recommendation/prac-recommendations-signals-adopted-8-11-february-2021-prac-meeting_en.pdf
https://www.ema.europa.eu/documents/agenda/chmp-orgam-agenda-meeting-13-july-2020_en.pdf
https://www.ema.europa.eu/documents/report/list-withdrawn-medicinal-products-accordance-art-1234-directive-2020_en.xlsx
https://www.ema.europa.eu/documents/referral/eli-lilly-company-limited-antibody-combination-bamlanivimab/etesevimab-covid19-article-53-procedure-conditions-use-conditions-distribution-patients-targeted_en.pdf
https://www.ema.europa.eu/en/news/ema-issues-advice-use-antibody-combination-bamlanivimab-etesevimab
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trial-regulation/clinical-trials-information-system-ctis-training-programme
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/availability-medicines
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/About_CMDh/Reports/CMDh_428_2021_Rev._0_2021_02_-_CMDh_Summary_of_activities_2020.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Paediatric_Regulation/Assessment_Reports/Article_45_work-sharing/VARIVAX_Art._45_PAR_2021_02.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Paediatric_Regulation/Assessment_Reports/Article_46_work-sharing/Foradil_Aerolizer_Art._46_PAR_2021_02.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Paediatric_Regulation/Article_45_and_previous_Worksharing/CMDh_151_2009_Rev82_2021_02_-_TO_BE_USED.xls
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Pharmacovigilance_Legislation/PSUR/CMDh_367_2017_Rev5_2021_02_-_PSUFU_guidance_rev_February_2021_clean.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Templates/PSUR/CMDh_378_2018_Rev._2_2021_02_-_PSUFU_AR_template_rev_February_2021_clean.docx
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PARLAMENTO Parliament gives green light for new EU4Health programme

EUROPEU

COMISSAO European Commission authorises fourth safe and effective vaccine against COVID-
19

EUROPEIA =
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https://www.europarl.europa.eu/news/en/press-room/20210304IPR99207/parliament-gives-green-light-for-new-eu4health-programme
https://ec.europa.eu/commission/presscorner/detail/en/ip_21_1085
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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.



