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LEGISLACAO

NACIONAL

COMUNITARIA

Decreto do Presidente da Republica n.2 21-A/2021

Presidéncia da Republica
Renova a declaracdo do estado de emergéncia, com fundamento na verificacdo
de uma situacao de calamidade publica

Resolucdo da Assembleia da Republica n.2 69-A/2021

Assembleia da Republica
Autoriza¢do da renovagao do estado de emergéncia

Resolucdo da Assembleia da Republica n.2 70/2021
Assembleia da Republica
Recomenda ao Governo medidas na area da salde

Decreto Regulamentar Regional n.2 3/2021/M
Regidao Auténoma da Madeira - Presidéncia do Governo
Altera a organica da Direcdo Regional da Saude

Portaria n.2 45/2021

Financas, Trabalho, Solidariedade e Seguranca Social e Saude

Estabelece o regime de definicdo de precos e de responsabilidade na reparticdo e
assungao dos encargos pelas diferentes entidades envolvidas

Resumo das decisdes da Unido Europeia relativas as autorizacdes de introducdo no
mercado dos medicamentos de 1 de agosto de 2020 a 31 de dezembro de 2020
[publicado nos termos do artigo 13.0 ou do artigo 38.0 do Requlamento (CE)

n.0 726/2004 do Parlamento Europeu e do Conselho]

Resumo das decisdes da Unido Europeia relativas as autorizacdes de introducdo no
mercado dos medicamentos de 1 a 31 de janeiro de 2021 [publicado nos termos do
artigo 13.0 ou do artigo 38.0 do Regulamento (CE) n.o 726/2004 do Parlamento
Europeu e do Conselho]

Resumo das decisdes da Unido Europeia relativas as autorizacdes de introducdo no
mercado dos medicamentos de 1 a 31 de janeiro de 2021 [decisbdes adotadas nos
termos do artigo 34.0 da Diretiva 2001/83/CE ou do artigo 38.0 da Diretiva

2001/82/CE
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https://dre.pt/web/guest/home/-/dre/158368125/details/maximized?serie=I&day=2021-02-25&date=2021-02-01
https://dre.pt/web/guest/home/-/dre/158368126/details/maximized?serie=I&day=2021-02-25&date=2021-02-01
https://dre.pt/web/guest/home/-/dre/158368131/details/maximized
https://dre.pt/web/guest/home/-/dre/158240148/details/maximized
https://dre.pt/web/guest/home/-/dre/158238387/details/maximized
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2021.067.01.0001.01.POR&toc=OJ:C:2021:067:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2021.067.01.0005.01.POR&toc=OJ:C:2021:067:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2021.067.01.0015.01.POR&toc=OJ:C:2021:067:TOC
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Despacho n.2 2176/2021 - Diario da Republica n.2 40/2021, Série |l de 2021-02-26
Saude - Gabinete do Secretario de Estado da Saude

Determina a nomeacao e o0 mandato dos membros da Comissao de Avaliacéo de
Medicamentos

Despacho n.2 2109/2021 - Diario da Republica n.2 39/2021, Série Il de 2021-02-25
Saude - Gabinete da Ministra

Determina que a utilizac&o e o escoamento dos produtos adquiridos no contexto da
constituicao de uma reserva estratégica nacional deve ser priorizada previamente
por parte das unidades hospitalares e restantes unidades de saude do Servigo
Nacional de Saude e do Ministério da Saude

Declaracio de Retificacdo n.2 124/2021 - Diario da Republica n.2 36/2021, Série Il de
2021-02-22

Saude - Secretaria-Geral

Retifica o Despacho n.2 1619-A/2021, publicado em 10 de fevereiro, que cria um
grupo de trabalho para avaliacao do alargamento dos programas de acesso a
procriacdo medicamente assistida

Deliberacdo n.2 32/CD/2021 - Altera o anexo a Portaria n.2 1471/2004, de 21 de
dezembro (Estabelece os principios e regras a que deve obedecer a dimensao das
embalagens dos medicamentos susceptiveis de comparticipagdo pelo Estado no
respectivo prego) e revoga a Deliberacao n.2 054/CD/2014 de 30 de Abril

Vacinas COVID-19: EMA publica orientacdes para combate a novas variantes

Nova edicdo do Boletim de Farmacovigilancia, Volume 24, n.2 12, dezembro de 2020

Circular Informativa n.2 024/CD/550.20.001 de 18/02/2021 - Acesso de
proximidade a medicamentos dispensados em regime ambulatério de farmacia
hospitalar no atual contexto de pandemia por COVID-19

Publicacdo para efeitos do artigo 152-A do Decreto-Lei n.2 176/2006, de 30 de

Agosto -
pedidos de autorizacao de introdu¢dao no mercado de medicamentos genéricos.

Norma n2 015/2020 de 24/07/2020 atualizada a 19/02/2021
COVID-19: Rastreio de Contactos

Lista de Entrada em Vigor - 25-01-2021
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https://dre.pt/web/guest/home/-/dre/158398601/details/5/maximized?serie=II&parte_filter=31&day=2021-02-26&filtrar=Filtrar&date=2021-02-01&dreId=158396215
https://dre.pt/web/guest/home/-/dre/158314414/details/4/maximized?serie=II&parte_filter=31&day=2021-02-25&date=2021-02-01&dreId=158288451
https://dre.pt/web/guest/home/-/dre/158054489/details/4/maximized?serie=II&parte_filter=31&day=2021-02-22&date=2021-02-01&filtrar=Filtrar&dreId=157996717
https://www.infarmed.pt/documents/15786/4183424/2021-02-18_Deliberacao_032_CD_2021/533ad5ba-d5ad-feba-51b4-e04defc93c31?version=1.2
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/4236303
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/4230479
https://www.infarmed.pt/documents/15786/4183417/Acesso+de+proximidade+a+medicamentos+dispensados+em+regime+ambulat%C3%B3rio+de+farm%C3%A1cia+hospitalar+no+atual+contexto+de+pandemia+por+COVID-19/a9a625c8-8fd7-aa45-480e-5012ba747ff5?version=1.0
http://app.infarmed.pt/listpmg/default.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/normas-e-circulares-normativas/norma-n-0152020-de-24072020-pdf.aspx
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=G
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EMA

Medicinal Products for Human Use | Other: Orphan medicines figures 2000-
2020 (updated)

Medicinal Products for Human Use | News and press releases: Meeting
highlights from the Committee for Medicinal Products for Human Use (CHMP)
22-25 February 2021

Medicinal Products for Human Use | News and press releases: EMA issues advice
on use of REGN-COV2 antibody combination (casirivimab / imdevimab)

Medicinal Products for Human Use | News and press releases: First oral
treatment for spinal muscular atrophy (SMA) recommended for approval

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

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

Medicinal Products for Human Use | COVID-19 guidance: assessment and
marketing authorisation (updated)

Medicinal Products for Human Use | Regulatory requirements for vaccines
intended to provide protection against variant strain(s) of SARS-CoV-2

Medicinal Products for Human Use | News and press releases: Adapting COVID-
19 vaccines to SARS-CoV-2 variants: guidance for vaccine manufacturers

Medicinal Products for Veterinary Use | Other: ACCESS (vACcine Covid-19
monitoring readinESS) project deliverables (updated)

Medicinal Products for Veterinary Use | Safety and residue data requirements
for veterinary medicinal products intended for minor use or minor species
(MUMS)/limited market (updated)

Medicinal Products for Veterinary Use | Safety and residue data requirements
for the establishment of maximum residue limits in minor species

Medicinal Products for Veterinary Use | Classification of a product as intended
for a limited market and eligibility for authorisation under Article 23 of
Reqgulation (EU) 2019/6 (Applications for limited markets)

Medicinal Products for Veterinary Use | Safety and residue data requirements
for applications for non-immunological veterinary medicinal products intended
for limited markets submitted under Article 23 of Regulation (EU) 2019/6

Medicinal Products for Veterinary Use | Data requirements for applications for
immunological veterinary medicinal products intended for limited markets
submitted under Article 23 of Reqgulation (EU) 2019/6

Medicinal Products for Veterinary Use | Efficacy and target animal safety data
requirements for applications for non-immunological veterinary medicinal
products intended for limited markets submitted under Article 23 of the
Regulation (EU) 2019/6

Medicinal Products for Human Use | News and press releases: International
cooperation to align approaches for regulation of COVID-19 vaccines and
medicines

Medicinal Products for Human Use | Report: Report - Workshop on support for
orphan medicines development (new)
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https://www.ema.europa.eu/documents/other/orphan-medicines-figures-2000-2020_en.pdf
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-22-25-february-2021
https://www.ema.europa.eu/en/news/ema-issues-advice-use-regn-cov2-antibody-combination-casirivimab-imdevimab
https://www.ema.europa.eu/en/news/first-oral-treatment-spinal-muscular-atrophy-sma-recommended-approval
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-key-facts
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/guidance-developers-companies/covid-19-guidance-assessment-marketing-authorisation
https://www.ema.europa.eu/en/regulatory-requirements-vaccines-intended-provide-protection-against-variant-strains-sars-cov-2
https://www.ema.europa.eu/en/news/adapting-covid-19-vaccines-sars-cov-2-variants-guidance-vaccine-manufacturers
https://www.ema.europa.eu/documents/other/access-vaccine-covid-19-monitoring-readiness-project-deliverables_en.pdf
https://www.ema.europa.eu/en/safety-residue-data-requirements-veterinary-medicinal-products-intended-minor-use-minor-species
https://www.ema.europa.eu/en/safety-residue-data-requirements-establishment-maximum-residue-limits-minor-species
https://www.ema.europa.eu/en/veterinary-regulatory/research-development/minor-uses-minor-species-limited-markets/guidance/classification-product-intended-limited-market-eligibility-authorisation-under-article-23-regulation
https://www.ema.europa.eu/en/safety-residue-data-requirements-applications-non-immunological-veterinary-medicinal-products
https://www.ema.europa.eu/en/data-requirements-applications-immunological-veterinary-medicinal-products-intended-limited-markets
https://www.ema.europa.eu/en/efficacy-target-animal-safety-data-requirements-applications-non-immunological-veterinary-medicinal
https://www.ema.europa.eu/en/news/international-cooperation-align-approaches-regulation-covid-19-vaccines-medicines
https://www.ema.europa.eu/documents/report/report-workshop-support-orphan-medicines-development_en.pdf
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EMA

HMA

COMISSAO
EUROPEIA

Medicinal Products for Human Use | Public Statement: Public statement on
Prepandrix: Withdrawal of the marketing authorisation in the European
Union (new)

Medicinal Products for Human Use | Agenda - PDCO agenda of the 23-26
February 2021 meeting (new)

Medicinal Products for Human Use | News and press releases: EMA starts
evaluating use of Veklury in COVID-19 patients not requiring supplemental
oxygen

Regulatory and procedural guideline: EudraVigilance user manual for marketing
authorisation holders (updated)

Medicinal Products for Veterinary Use | Other: Pharmacovigilance-related
regulatory recommendations for centrally authorised veterinary medicinal
products during 2021 (new)

Other: Records of data processing activity (public) for workstation ergonomics
including expectant and new mothers in the context of Health & Safety of staff
and contractors (new)

Medicinal Products for Human Use | Agenda - PCWP/HCPWP joint meeting on
2-3 March 2021 (updated)

Medicinal Products for Human Use | Substance and product data management
services (updated)

Medicinal Products for Veterinary Use | News and press releases: Meeting
highlights from the Committee for Medicinal Products for Veterinary Use

(CVMP) 16-17 February 2021

CMDh
February 2021 CMDh Agenda

NEW - European Medicines Requlatory Network approach for the

implementation of the CHMP Opinion pursuant to Article 5(3) of Requlation (EC)

No 726/2004 for nitrosamine impurities in human medicines

European Health Union: Commission launches a “structured dialogue” to address
vulnerabilities in the supply of medicines in the EU

Guidance on harmonised administrative practices and alternative technical solutions
until EUDAMED s fully functional

Summary report - 18th Meeting of the eHealth Network (12-13 November 2020)

COVID-19 tests: Q&A on in vitro diagnostic medical device conformity assessment
and performance in the context of COVID-19

Video recording - Hearing on Public procurement in healthcare systems (3 February
2021
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https://www.ema.europa.eu/documents/public-statement/public-statement-prepandrix-withdrawal-marketing-authorisation-european-union_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-pdco-agenda-23-26-february-2021-meeting_en.pdf
https://www.ema.europa.eu/en/news/ema-starts-evaluating-use-veklury-covid-19-patients-not-requiring-supplemental-oxygen
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/eudravigilance-user-manual-marketing-authorisation-holders_en.pdf
https://www.ema.europa.eu/documents/other/pharmacovigilance-related-regulatory-recommendations-centrally-authorised-veterinary-medicinal_en.pdf
https://www.ema.europa.eu/documents/other/records-data-processing-activity-public-workstation-ergonomics-including-expectant-new-mothers_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-pcwp/hcpwp-joint-meeting-2-3-march-2021_en.pdf
https://www.ema.europa.eu/en/human-regulatory/research-development/data-medicines-iso-idmp-standards/spor-master-data/substance-product-data-management-services
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-veterinary-use-cvmp-16-17-february-2021
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Agendas_and_Minutes/Agendas/2021_02_CMDh_Agenda.pdf
https://www.ema.europa.eu/en/documents/referral/european-medicines-regulatory-network-approach-implementation-chmp-opinion-pursuant-article-53/2004-nitrosamine-impurities-human-medicines_en.pdf
https://ec.europa.eu/health/sites/health/files/human-use/docs/ev_20210226_dailynews_en.pdf
https://ec.europa.eu/health/sites/health/files/md_sector/docs/2021-1_guidance-administrative-practices_en.pdf
https://ec.europa.eu/health/sites/health/files/ehealth/docs/ev_20201112_sr_en.pdf
https://ec.europa.eu/health/sites/health/files/md_sector/docs/covid-19_ivd-qa_en.pdf
https://vimeo.com/516130538

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.



