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LEGISLACAO
NACIONAL Decreto n.2 3-C/2021 - Diario da Republica n.2 15/2021, 12 Suplemento, Série | de
2021-01-22
Presidéncia do Conselho de Ministros
Altera a regulamentacdo do estado de emergéncia decretado pelo Presidente da
Republica
Decreto n.2 3-B/2021 - Didrio da Republica n.2 12/2021, 12 Suplemento, Série | de
2021-01-19
Presidéncia do Conselho de Ministros
Altera a regulamentacdo do estado de emergéncia decretado pelo Presidente da
Republica
COMUNITARIA Recomendacado do Conselho, relativa a um quadro comum para a utilizacdo e a
validacdo dos testes rapidos de detecdo de antigénios paraa COVID-19 e o
reconhecimento mutuo dos resultados dos testes na UE
REGULAGCAO
TRABALHO, Circular Informativa n.2 005/CD/100.20.200 de 19/01/2021 - Disponibilidade de
SOLIDARIEDA Imunoglobulina Humana Normal
DEE Atualizacdo da lista de grupos homogéneos e precos de referéncia
SEGURANCA

Circular Informativa n.2 03/CD/100.20.200, de 13/01/2021

SOCIAL
Deliberacao n.2 04/CD/2021.

Publicac&o para efeitos do artigo 152-A do Decreto-Lei n.2 176/2006, de 30 de
Agosto - pedidos de autorizagdo de introducao no mercado de medicamentos

genéricos.

18 a 22 de janeiro de 2021


https://dre.pt/web/guest/home/-/dre/154946853/details/maximized
https://dre.pt/web/guest/home/-/dre/154483156/details/maximized?serie=I&day=2021-01-19&date=2021-01-01
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2021.024.01.0001.01.POR&toc=OJ:C:2021:024:TOC
https://www.infarmed.pt/documents/15786/4183417/Disponibilidade+de+Imunoglobulina+Humana+Normal/946b2a11-2554-59a6-96c0-10842f66de48?version=1.0
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/4184345
https://www.infarmed.pt/documents/15786/4183417/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+-+1%C2%BA+trimestre+de+2021+%28fevereiro%29/41ceaf07-0a56-d3e8-ba68-89f7e24d5723
https://www.infarmed.pt/documents/15786/3497612/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+-+2%C2%BA+Trimestre+de+2020+%28maio%29/d43dac14-5184-9541-e6b4-0aedb9a5808a
https://www.infarmed.pt/documents/15786/4183424/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+-+1%C2%BA+trimestre+de+2021+%28fevereiro%29/d7832edc-07b9-6d86-9aee-578e6183cdd2
http://app.infarmed.pt/listpmg/default.aspx
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ERS Alerta de supervisdo n.2 1/2021

Acesso de utentes beneficiarios do SNS a realizac&o de endoscopia, no ambito da
situacdo atual de pandemia SARS-CoV-2 e de infecdo epidemiolégica por COVID-
19

DGS Orientacdo n2 001/2021 de 20/01/2021

COVID-19: Vigilancia e investigagao epidemioldgica

SPMS Lista de Entrada em Vigor 19 01 2021

EMA Report: European Medicines Agency's interaction with industry stakeholders -
Biennial report 2018-19 (new)

Medicinal Products for Veterinary Use | Implementation of the new Veterinary

Medicines Regulation (updated)

Medicinal Products for Veterinary Use | Regulatory and procedural guideline: EU
Implementation Guide (IG) on veterinary medicines product data in the Union
Product Database (new)

Medicinal Products for Veterinary Use | Regulatory and procedural guideline: EU
Implementation Guide (IG) on veterinary medicines product data in the Union

Product Database - Chapter 1. Registration and data access requirements for the

User Interface (Ul) and Application Programming Interface (API) (new)

Medicinal Products for Veterinary Use | Regulatory and procedural guideline: EU
Implementation Guide (IG) on veterinary medicines product data - Chapter 2:

Format for the electronic submission of veterinary medicinal product

information (new)

Medicinal Products for Veterinary Use | Regulatory and procedural guideline: EU
Implementation Guide (IG) on veterinary medicines product data in the Union

Product Database - Chapter 3: Process for the initial submission and maintenance

of veterinary medicinal products information (new)

Medicinal Products for Veterinary Use | Regulatory and procedural guideline: EU
Implementation Guide (IG) on veterinary medicines product data in the Union

Product Database - Chapter 4: Process and format for the submission of legacy

data on veterinary medicinal products (new)
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https://www.ers.pt/pt/comunicacao/destaques/lista-de-destaques/alerta-de-supervis%C3%A3o-n-%C2%BA-1-2021/
https://www.dgs.pt/normas-orientacoes-e-informacoes/orientacoes-e-circulares-informativas/orientacao-n-0012021-de-20012021-pdf.aspx
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=G
https://www.ema.europa.eu/documents/report/european-medicines-agencys-interaction-industry-stakeholders-biennial-report-2018-19_en.pdf
https://www.ema.europa.eu/en/veterinary-regulatory/overview/implementation-new-veterinary-medicines-regulation
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/eu-implementation-guide-ig-veterinary-medicines-product-data-union-product-database_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/eu-implementation-guide-ig-veterinary-medicines-product-data-union-product-database-chapter-1_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/eu-implementation-guide-ig-veterinary-medicines-product-data-chapter-2-format-electronic-submission_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/eu-implementation-guide-ig-veterinary-medicines-product-data-union-product-database-chapter-3_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/eu-implementation-guide-ig-veterinary-medicines-product-data-union-product-database-chapter-4_en.pdf
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Medicinal Products for Veterinary Use | Regulatory and procedural guideline: EU
Implementation Guide (IG) on veterinary medicines product data in the Union

Product Database - Chapter 5: Technical specifications (new)

Agenda - Fourth EMA-Medicines for Europe bilateral meeting {(new)

European Medicines Agency and Medicines for Europe fourth bilateral meeting,
Virtual meeting, from 26/01/2021 to 26/01/2021

Medicinal Products for Human Use | Report: Huran medicines highlights
2020 (new)

Medicinal Products for Human Use | News and press releases: Human medicines:
highlights of 2020

Medicinal Products for Veterinary Use | News and press releases: Veterinary
medicines: highlights of 2020

Medicinal Products for Veterinary Use | Report: Veterinary medicines highlights
2020 (new)

Medicinal Products for Human Use | News and press releases: Extra dose from

vials of Comirnaty COVID-19 vaccine (updated)

Medicinal Products for Human Use | Other: Timetable: Annual renewal application

of conditional marketing authorisation (updated)

Medicinal Products for Human Use | Other: Timetable: Annual renewal application

of conditional marketing authorisation - ATMP (updated)

Medicinal Products for Human Use | Other: Timetable: Marketing authorisation

renewal application - ATMP (updated)

Medicinal Products for Human Use | Other: Timetable: Annual reassessment -
ATMP (updated)

Medicinal Products for Human Use | Other: Timetable: Marketing authorisation

renewal application (updated)

Medicinal Products for Human Use | Other: Timetable: Annual

reassessment (updated)

Medicinal Products for Human Use | Leaflet: Inforcard for patients: Reporting
suspected side effects of medicines in patients with COVID-19 (updated)
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https://www.ema.europa.eu/documents/regulatory-procedural-guideline/eu-implementation-guide-ig-veterinary-medicines-product-data-union-product-database-chapter-5_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-fourth-ema-medicines-europe-bilateral-meeting_en.pdf
https://www.ema.europa.eu/en/events/european-medicines-agency-medicines-europe-fourth-bilateral-meeting
https://www.ema.europa.eu/documents/report/human-medicines-highlights-2020_en.pdf
https://www.ema.europa.eu/en/news/human-medicines-highlights-2020
https://www.ema.europa.eu/en/news/veterinary-medicines-highlights-2020
https://www.ema.europa.eu/documents/report/veterinary-medicines-highlights-2020_en.pdf
https://www.ema.europa.eu/en/news/extra-dose-vials-comirnaty-covid-19-vaccine
https://www.ema.europa.eu/documents/other/timetable-annual-renewal-application-conditional-marketing-authorisation_en.pdf
https://www.ema.europa.eu/documents/other/timetable-annual-renewal-application-conditional-marketing-authorisation-atmp_en.pdf
https://www.ema.europa.eu/documents/other/timetable-marketing-authorisation-renewal-application-atmp_en.pdf
https://www.ema.europa.eu/documents/other/timetable-annual-reassessment-atmp_en.pdf
https://www.ema.europa.eu/documents/other/timetable-marketing-authorisation-renewal-application_en.pdf
https://www.ema.europa.eu/documents/other/timetable-annual-reassessment_en.pdf
https://www.ema.europa.eu/documents/leaflet/inforcard-patients-reporting-suspected-side-effects-medicines-patients-covid-19_en.pdf
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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)

SME and academia Clinical Trials Information System (CTIS) two-part training
webinar: Day 1, Virtual event, from 22/02/2021 to 22/02/2021

SME and academia Clinical Trials Information System (CTIS) two-part training
webinar: Day 2, Virtual event, from 04/03/2021 to 04/03/2021

Newsletter: News bulletin for small and medium-sized enterprises - Issue 51 (new)

Medicinal Products for Human Use | Agenda - CAT agenda of the 20-22 January
2021 meeting (new)

Medicinal Products for Human Use | Agenda - CVMP agenda of the 15-21

January 2021 meeting (new)

Medicinal Products for Human Use | News and press releases: Global regulators
highlight key role of healthcare professionals in fostering confidence in COVID-19

vaccines

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

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

Medicinal Products for Veterinary Use | Committee meeting report: Monthly
report on application procedures, guidelines and related documents for veterinary

medicines: November 2020 (new)

Medicinal Products for Veterinary Use | Committee for Medicinal Products for
Veterinary Use (CVMP): 3-5 November 2020, Virtual meeting, from 03/11/2020 to
05/11/2020 (updated)

Medicinal Products for Human Use | Fifth meeting of the industry stakeholder

platform on the operation of the centralised procedure for human medicines,
Virtual meeting, from 03/12/2020 to 03/12/2020 (updated)

Medicinal Products for Human Use | Other: CHMP meeting dates 2019, 2020 and
2021 (updated)

Medicinal Products for Human Use | Committee meeting report: COMP meeting
report on the review of applications for orphan designation: September
2020 (updated)
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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/sme-academia-clinical-trials-information-system-ctis-two-part-training-webinar-day-1
https://www.ema.europa.eu/en/events/sme-academia-clinical-trials-information-system-ctis-two-part-training-webinar-day-2
https://www.ema.europa.eu/documents/newsletter/news-bulletin-small-medium-sized-enterprises-issue-51_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-cat-agenda-20-22-january-2021-meeting_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-cvmp-agenda-19-21-january-2021-meeting_en.pdf
https://www.ema.europa.eu/en/news/global-regulators-highlight-key-role-healthcare-professionals-fostering-confidence-covid-19-vaccines
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/agenda/agenda-comp-agenda-19-21-january-2021-meeting_en.pdf
https://www.ema.europa.eu/documents/committee-report/monthly-report-application-procedures-guidelines-related-documents-veterinary-medicines-november_en-4.pdf
https://www.ema.europa.eu/en/events/committee-medicinal-products-veterinary-use-cvmp-3-5-november-2020
https://www.ema.europa.eu/en/events/fifth-meeting-industry-stakeholder-platform-operation-centralised-procedure-human-medicines
https://www.ema.europa.eu/documents/other/chmp-meeting-dates-2019-2020-2021_en.pdf
https://www.ema.europa.eu/documents/committee-report/comp-meeting-report-review-applications-orphan-designation-september-2020_en.pdf
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OMS Statement to the 148th Executive Board by the Chair of the Review Committee on
the Functioning of the International Health Regulations (2005) during the COVID-
19 Response

COMISSAO Consulta Publica:
EUROPEIA

Blood, tissues and cells for medical treatments & therapies — revised EU rules

U health preparedness: Recommendations for a common EU approach regarding
isolation for COVID-19 patients and quarantine for contacts and travellers
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https://www.who.int/news/item/19-01-2021-statement-to-the-148th-executive-board-by-the-chair-of-the-review-committee-on-the-functioning-of-the-international-health-regulations-(2005)-during-the-covid-19-response
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12734-Revision-of-the-Union-legislation-on-blood-tissues-and-cells-
https://ec.europa.eu/health/sites/health/files/preparedness_response/docs/hsc_quarantine-isolation_recomm_en.pdf
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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.



