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Decreto do Presidente da Republica n.2 91/2021
Presidéncia da Republica
Dissolve a Assembleia da Republica

Portaria n.2 281-A/2021

Saude

Procede a primeira alteracdo a Portaria n.2 255-A/2021, de 18 de novembro, que
estabelece um regime excecional e temporario de comparticipagdo de testes rapidos de
antigénio (TRAg) de uso profissional

Decisdo de Execucdo (UE) 2021/2187 da Comissdo, de 9 de dezembro de 2021, que
estabelece a equivaléncia, a fim de facilitar o exercicio do direito de livre circulacdo na
Unido, dos certificados da COVID-19 emitidos pela Republica Libanesa aos certificados
emitidos em conformidade com o Regulamento (UE) 2021/953 do Parlamento Europeu e

do Conselho (1

Decisdo de Execucdo (UE) 2021/2188 da Comissdo, de 9 de dezembro de 2021, que
estabelece a equivaléncia, a fim de facilitar o exercicio do direito de livre circulacdo na
Uni&o, dos certificados da COVID-19 emitidos pelos Emirados Arabes Unidos aos
certificados emitidos em conformidade com o Regulamento (UE) 2021/953 do Parlamento
Europeu e do Conselho (1)

Decis&o de Execucao (UE) 2021/2189 da Comissao, de 9 de dezembro de 2021, que
estabelece a equivaléncia, a fim de facilitar o exercicio do direito de livre circulacdo na
Unido, dos certificados da COVID-19 emitidos pela Republica de Cabo Verde aos
certificados emitidos em conformidade com o Regulamento (UE) 2021/953 do Parlamento
Europeu e do Conselho (1)

Posicao (UE) n.o 36/2021 do Conselho em primeira leitura com vista a adocdo do
Regulamento do Parlamento Europeu e do Conselho relativo a avaliacdo das tecnologias
da saude e gue altera a Diretiva 2011/24/UE Adotada pelo Conselho em 9 de novembro
de 2021

Nota justificativa do Conselho: Posicdo (UE) n.o 36/2021 do Conselho em primeira leitura
com vista a adocdo do Regulamento do Parlamento Europeu e do Conselho relativo a
avaliacdo das tecnologias da salde e que altera a Diretiva 2011/24/UE
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https://dre.pt/dre/detalhe/decreto-presidente-republica/91-2021-175397134
https://dre.pt/dre/detalhe/portaria/281-a-2021-175397109
https://dre.pt/web/guest/pesquisa/-/search/174595377/details/normal?l=1
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.LI.2021.443.01.0001.01.POR&toc=OJ:L:2021:443I:TOC
https://eur-lex.europa.eu/legal-content/PT/TXT/?uri=OJ:L:2021:443I:TOC#TN1
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.LI.2021.443.01.0004.01.POR&toc=OJ:L:2021:443I:TOC
https://eur-lex.europa.eu/legal-content/PT/TXT/?uri=OJ:L:2021:443I:TOC#TN1
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.LI.2021.443.01.0007.01.POR&toc=OJ:L:2021:443I:TOC
https://eur-lex.europa.eu/legal-content/PT/TXT/?uri=OJ:L:2021:443I:TOC#TN1
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2021.493.01.0001.01.POR&toc=OJ:C:2021:493:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2021.493.01.0031.01.POR&toc=OJ:C:2021:493:TOC
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REGULAGCAO

ECONOMIAE
TRANSICAO
DIGITAL,
FINANCASE
SAUDE

INFARMED

DGS

SPMS

Regulamento n.2 1007/2021
Ordem dos Médicos Dentistas
Regulamento das Competéncias Setoriais

Despacho n.2 12027/2021

Financas e Saude - Gabinetes da Ministra da Saude e do Secretario de Estado do
Tesouro

Designa os membros para exercer fun¢des no conselho de administracdo do Hospital de
Loures, E. P. E.

Publicacao para efeitos do artigo 152-A do Decreto-Lei n.2 176/2006, de 30 de Agosto -
pedidos de autorizagao de introdugdo no mercado de medicamentos genéricos.

Circulares e Deliberacdes

Circular Informativa RAP2022 137/CD/100.20.200 | Revisdo Anual de Precos (RAP) -
2022

Circular Informativa 136/CD/550.20.001 | Comirnaty e Spikevax: risco muito raro de
miocardite e pericardite - atualizacdo

Noticias

Nova consulta publica a projetos de atos de execucdo relativos a Laboratdrios de
Referéncia da Unido Europeia (EURL)

EMA recomenda a aprovacao de utilizacdo do medicamento RoActemra em adultos com
COVID-19 grave

Orientacdes e Circulares Informativas

Orientacéo n? 014/2021 de 30/11/2021 atualizada a 09/12/2021 | COVID-19: Eventos de
grande dimensao (desportivos, culturais, corporativos e outros)

Orientacéo n? 011/2021 de 13/09/2021 atualizada a 03/12/2021 | COVID-19: Utilizagao de
Mascaras.

Procedimento 2021/12 - Medicamentos do aparelho respiratério
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https://dre.pt/dre/detalhe/regulamento/1007-2021-175618560
https://dre.pt/dre/detalhe/despacho/12027-2021-175581285
http://app.infarmed.pt/listpmg/default.aspx
https://www.infarmed.pt/documents/15786/4183417/Circular+Informativa_RAP2022_137/a7c0a23d-2743-ffad-a966-ff71ebe88b80?version=1.0
https://extranet.infarmed.pt/web/fl/matedu/SEGURANCA/2021/12/14641/5df320701f764a6ba2cb674b2674daeb_136.pdf
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/5027666
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/5019101
https://www.dgs.pt/normas-orientacoes-e-informacoes/orientacoes-e-circulares-informativas/orientacao-n-0142021-de-30112021.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/orientacoes-e-circulares-informativas/orientacao-n-0112021-de-13092021-pdf.aspx
https://www.catalogo.min-saude.pt/CEC/Publico/PubConcurso.aspx?SeqConc=556
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EMA

Medicinal Products for Human Use | Safety of COVID-19 vaccines (updated)

Medicinal Products for Human Use | COVID-19 vaccine safety update: COVID-19 vaccine
safety update for COVID-19 Vaccine Janssen: S December 2021

Medicinal Products for Human Use | COVID-19 vaccine safety update: COVID-19 vaccine
safety update for Vaxzevria (previously COVID-19 Vaccine AstraZeneca): 9 December 2021

Medicinal Products for Human Use | COVID-19 vaccine safety update: COVID-19 vaccine
safety update for Comirnaty: 9 December 2021

Medicinal Products for Human Use | COVID-19 vaccine safety update: COVID-19 vaccine
safety update for Spikevax (previously COVID-19 Vaccine Moderna): 9 December 2021

Medicinal Products for Human Use | Minutes: Minutes of the CHMP meeting 11-14
October 2021

Medicinal Products for Human and Veterinary Use | Agenda: Agenda - DADI webinar -
Introducing DADI: The digital application dataset integration network project to replace
electronic application forms

Medicinal Products for Human Use | Report: Applications for new human medicines under
evaluation by the CHMP: December 2021

Medicinal Products for Human Use | Template or form: QRD Appendix Il to the Quality
Review of Documents templates for human medicinal products (Cover page) (updated)

Medicinal Products for Human Use | Regulatory and procedural guideline: Tables of non-
standard abbreviations to be used in the summary of product characteristics (updated)

Medicinal Products for Human Use | Regulatory and procedural guideline: QRD Appendix
|V - Terms and abbreviations for batch number and expiry date to be used on the labelling
of human medicinal products (updated)

Medicinal Products for Human Use | Agenda: Agenda - CAT agenda of the 8-10
December 2021 meeting

Medicinal Products for Human Use | Template or form: QRD Appendix || - Medical
Dictionary for Regulatory Activities (version 21.0) terminology to be used in section 4.8
‘'undesirable effects’ of the summary of product characteristics (Cover page) (updated)

Medicinal Products for Human Use | Agenda: Agenda - DADI webinar - Common factors in
the fast healthcare interoperability resources (FHIR) data standard for Art.57(2) and eAF

Medicinal Products for Human Use | Other: HMPC: overview of assessment work - priority

list (updated

Medicinal Products for Human Use | Minutes: Minutes of the HMPC 20-22 September
2021 meeting

Medicinal Products for Human Use | Other: EMA reply to a letter from Members of the
European Parliament, Ms M. Rivasi, Mr P. Pedicini and Ms T. Metz concerning COVID-19
vaccines

Medicinal Products for Human Use | Minutes: CHMP PROM minutes for the meeting on 14
June 2021

Medicinal Products for Human Use | Minutes: CHMP_PROM minutes for the meeting on 10
May 2021
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https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines/vaccines-covid-19/safety-covid-19-vaccines
https://www.ema.europa.eu/documents/covid-19-vaccine-safety-update/covid-19-vaccine-safety-update-covid-19-vaccine-janssen-9-december-2021_en.pdf
https://www.ema.europa.eu/documents/covid-19-vaccine-safety-update/covid-19-vaccine-safety-update-vaxzevria-previously-covid-19-vaccine-astrazeneca-9-december-2021_en.pdf
https://www.ema.europa.eu/documents/covid-19-vaccine-safety-update/covid-19-vaccine-safety-update-comirnaty-9-december-2021_en.pdf
https://www.ema.europa.eu/documents/covid-19-vaccine-safety-update/covid-19-vaccine-safety-update-spikevax-previously-covid-19-vaccine-moderna-9-december-2021_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-chmp-meeting-11-14-october-2021_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-dadi-webinar-introducing-dadi-digital-application-dataset-integration-network-project-replace_en.pdf
https://www.ema.europa.eu/documents/report/applications-new-human-medicines-under-evaluation-chmp-december-2021_en.xlsx
https://www.ema.europa.eu/documents/template-form/qrd-appendix-iii-quality-review-documents-templates-human-medicinal-products-cover-page_en.doc
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/tables-non-standard-abbreviations-be-used-summary-product-characteristics_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/qrd-appendix-iv-terms-abbreviations-batch-number-expiry-date-be-used-labelling-human-medicinal_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-cat-agenda-8-10-december-2021-meeting_en.pdf
https://www.ema.europa.eu/documents/template-form/qrd-appendix-ii-medical-dictionary-regulatory-activities-version-210-terminology-be-used-section-48_en.docx
https://www.ema.europa.eu/documents/agenda/agenda-dadi-webinar-common-factors-fast-healthcare-interoperability-resources-fhir-data-standard_en.pdf
https://www.ema.europa.eu/documents/other/hmpc-overview-assessment-work-priority-list_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-hmpc-20-22-september-2021-meeting_en.pdf
https://www.ema.europa.eu/documents/other/ema-reply-letter-members-european-parliament-ms-m-rivasi-mr-p-pedicini-ms-t-metz-concerning-covid-19_en.pdf
https://www.ema.europa.eu/documents/minutes/chmp-prom-minutes-meeting-14-june-2021_en.pdf
https://www.ema.europa.eu/documents/minutes/chmp-prom-minutes-meeting-10-may-2021_en.pdf
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Medicinal Products for Human Use | Minutes: CHMP PROM minutes for the meeting on 12
April 2021

Medicinal Products for Human Use | Minutes; CHMP PROM minutes for the meeting on 15
March 2021

Medicinal Products for Veterinary Use | Agenda: Agenda - CVMP agenda of the 7-9
December 2021 meeting

Medicinal Products for Human Use | Minutes: CHMP PROM minutes for the meeting on 15
February 2021

Medicinal Products for Human Use | News and press releases: EMA and ECDC
recommendations on heterologous vaccination courses against COVID-19

Medicinal Products for Human Use | Newsletter: Human medicines highlights - December
2021

Medicinal Products for Human Use | News and press releases: ICMRA high-level meeting
on global health emergencies and regulatory approaches

Medicinal Products for Human and Veterinary Use | Agenda: Agenda - EU Big Data
Stakeholder Forum 2021 (updated)

Medicinal Products for Veterinary Use | Regulatory and procedural
guideline: Recommended submission dates for veterinary medicinal products (updated)

Medicinal Products for Human Use | Other: Expected publication dates of PRAC
recommendations on safety signals (updated)

Medicinal Products for Human Use | Minutes: Highlights - 16th industry stakeholder
platform - operation of European Union (EU) pharmacovigilance

Medicinal Products for Human Use | Committee meeting report: HMPC meeting report on
European Union herbal monographs, guidelines and other activities - 22-24 November
2021

Medicinal Products for Human Use | Agenda: Agenda - COMP agenda of the 7-9
December 2021 meeting

Medicinal Products for Human Use | News and press releases: [CMRA and WHO map out
flexibilities used by regulators to respond to the COVID-19 pandemic
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https://www.ema.europa.eu/documents/minutes/chmp-prom-minutes-meeting-12-april-2021_en.pdf
https://www.ema.europa.eu/documents/minutes/chmp-prom-minutes-meeting-15-march-2021_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-cvmp-agenda-7-9-december-2021-meeting_en.pdf
https://www.ema.europa.eu/documents/minutes/chmp-orgam-minutes-meeting-15-february-2021_en.pdf
https://www.ema.europa.eu/en/news/ema-ecdc-recommendations-heterologous-vaccination-courses-against-covid-19
https://www.ema.europa.eu/documents/newsletter/human-medicines-highlights-december-2021_en.pdf
https://www.ema.europa.eu/en/news/icmra-high-level-meeting-global-health-emergencies-regulatory-approaches
https://www.ema.europa.eu/documents/agenda/agenda-eu-big-data-stakeholder-forum-2021_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/recommended-submission-dates-veterinary-medicinal-products_en.pdf
https://www.ema.europa.eu/documents/other/expected-publication-dates-prac-recommendations-safety-signals_en.pdf
https://www.ema.europa.eu/documents/minutes/highlights-16th-industry-stakeholder-platform-operation-european-union-eu-pharmacovigilance_en.pdf
https://www.ema.europa.eu/documents/committee-report/hmpc-meeting-report-european-union-herbal-monographs-guidelines-other-activities-22-24-november-2021_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-comp-agenda-7-9-december-2021-meeting_en.pdf
https://www.ema.europa.eu/en/news/icmra-who-map-out-flexibilities-used-regulators-respond-covid-19-pandemic
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COMISSAO EU Health Policy Platform webinar: Healthier together - EU Non-communicable
EUROPEIA Diseases Initiative (15 December 2021, 15.30-17.30 CET)

MDCG 2021-27 - Questions and Answers on Articles 13 & 14 of Regulation (EU)
2017/745 and Regulation (EU) 2017/746

MDCG 2021-28 - Substantial modification of clinical investigation under Medical
Device Reqgulation

2021 'Country Health Profiles’ and ‘Companion Report': Virtual launch event on 13
December at 10.30-11.30

SCCS - Minutes of the Working Group Meeting on Methodologies of 29 November
2021

8th update - Common list of COVID-19 rapid antigen tests

Pharmaceutical Strategy: Commission publishes a study on shortages of medicines

Independent Expert Panel on effective ways of investing in health publishes opinion
on European solidarity in public health emergencies

Minutes and presentations - Meeting of the Subgroup on Cancer (12 November 2021)

SCCS - Scientific Advice on the safety of Homosalate as a UV-filter in cosmetic
products

SCCS - Final Opinion on Butylated Hydroxytoluene (BHT)
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https://ec.europa.eu/health/sites/default/files/policies/docs/ev_20211215_ag_en.pdf
https://ec.europa.eu/health/sites/default/files/md_sector/docs/mdcg_2021-27_en.pdf
https://ec.europa.eu/health/sites/default/files/md_sector/docs/mdcg_2021-28_en.pdf
https://ec.europa.eu/newsroom/sante/newsletter-archives/36030
https://ec.europa.eu/health/sites/default/files/scientific_committees/consumer_safety/docs/sccs2016_miwg_119.pdf
https://ec.europa.eu/health/sites/default/files/preparedness_response/docs/covid-19_rat_common-list_en.pdf
https://ec.europa.eu/newsroom/sante/newsletter-archives/36001
https://ec.europa.eu/newsroom/sante/newsletter-archives/35996
https://ec.europa.eu/health/non_communicable_diseases/events/ev_20211112_en
https://ec.europa.eu/health/sites/default/files/scientific_committees/consumer_safety/docs/sccs_o_260.pdf
https://ec.europa.eu/health/sites/default/files/scientific_committees/consumer_safety/docs/sccs_o_257.pdf
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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.



