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Resolucdo do Conselho de Ministros n2 45-C/2021
Presidéncia Do Conselho De Ministros
Declara a situacao de calamidade, no ambito da pandemia da doenca COVID-19

Acordo de Comércio e Cooperacdo entre a Unido Europeia e a Comunidade Europeia
da Energia Atémica, por um lado, e o Reino Unido da Gra-Bretanha e da Irlanda do

Norte, por outro

Atualizacdo da lista de grupos homogéneos e precos de referéncia
o Circular Informativa N.2 57/CD/100.20.200, de 06/05/2021
o Deliberacdo N.2 55/CD/2021.

Circular Informativa n.2 054/CD/100.20.200 de 03/05/2021 - Reporte de nimero de
auto-testes SARS-CoV-2 distribuidos e dispensados

Publicacao para efeitos do artigo 152-A do Decreto-lL ei n.2 176/2006, de 30 de Agosto
- pedidos de autorizacao de introdu¢ao no mercado de medicamentos genéricos.

Norma n2 002/2021 de 30/01/2021 atualizada a 04/05/2021
Campanha de Vacinag&o Contra a COVID-19

3 a7 de maio de 2021


https://dre.pt/web/guest/home/-/dre/162570903/details/maximized?serie=I&day=2021-04-30&date=2021-05-01
https://eur-lex.europa.eu/legal-content/PT/TXT/PDF/?uri=CELEX:22021A0430(01)&from=PT
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/4362975
https://www.infarmed.pt/documents/15786/4183417/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+-+2%C2%BA+trimestre+de+2021%28junho%29/e6d593a1-ec49-467d-91d4-02c505eaa443
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+-+2%C2%BA+trimestre+de+2021+%28junho%29/48e548af-7bd0-f846-6245-6a5dcfa0ad99
https://www.infarmed.pt/documents/15786/4183424/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+-+1%C2%BA+trimestre+de+2021+%28mar%C3%A7o%29/dc60c0c3-7ba8-b562-fec1-56a90c727e50
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/4357404
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
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Medicinal Products for Human Use | Referrals document: Regdanvimab for the
treatment of COVID-19 (Celltrion) - COVID-19 - Article-5(3) procedure:
Assessment report

Medicinal Products for Human Use | News and press releases: Confidentiality
arrangement between EU and Brazilian regulatory authorities

Medicinal Products for Human Use | Other: Working arrangement between EMA,

Directorate-General Health and Food Safety (DG SANTE) and the Brazilian
Health Requlatory Agency (ANVISA) for the exchange of non-public information
on medical/medicinal products

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

Medicinal Products for Human Use | CHMP: Working parties and other groups
(updated)

Agenda - Data Standardisation Strateqgy stakeholder workshop

Joint HMA/EMA workshop on artificial intelligence in medicines regulation,
Virtual event, from 19/04/2021 to 20/04/2021 - Presentations

Other: Handling times for requests for EMA certificates through standard
procedure (updated)

Medicinal Products for Human Use | Minutes of the CAT meeting 17-19 February
2021

Medicinal Products for Human Use | Committee meeting report: CAT monthly
report of application procedures, guidelines and related documents on
advanced therapies: March 2021

Medicinal Products for Human Use | Committee meeting report: CAT monthly
report of application procedures, guidelines and related documents on
advanced therapies: April 2021

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

Regulatory and procedural guideline: Member states contact points for
translations review (updated)

Medicinal Products for Human Use | News and press releases: EMA starts rolling
review of COVID-19 Vaccine (Vero Cell) Inactivated

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

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

Medicinal Products for Human Use | Minutes of the COMP meeting 16-18 March
2021

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

Medicinal Products for Human Use | News and press releases: EMA starts rolling
review of COVID-19 Vaccine (Vero Cell) Inactivated

Medicinal Products for Veterinary Use | Minutes of the CVMP meeting of 16-18
March 2021

3 a7 de maio de 2021


https://www.ema.europa.eu/documents/referral/regdanvimab-treatment-covid-19-celltrion-covid-19-article-53-procedure-assessment-report_en.pdf
https://www.ema.europa.eu/en/news/confidentiality-arrangement-between-eu-brazilian-regulatory-authorities
https://www.ema.europa.eu/documents/other/working-arrangement-between-ema-directorate-general-health-food-safety-dg-sante-brazilian-health/medicinal-products_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/committees/working-parties-other-groups/chmp-working-parties-other-groups
https://www.ema.europa.eu/documents/agenda/agenda-data-standardisation-strategy-stakeholder-workshop_en.pdf
https://www.ema.europa.eu/en/events/joint-hmaema-workshop-artificial-intelligence-medicines-regulation
https://www.ema.europa.eu/documents/other/handling-times-requests-ema-certificates-through-standard-procedure_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-cat-meeting-17-19-february-2021_en.pdf
https://www.ema.europa.eu/documents/committee-report/cat-monthly-report-application-procedures-guidelines-related-documents-advanced-therapies-march-2021_en.pdf
https://www.ema.europa.eu/documents/committee-report/cat-monthly-report-application-procedures-guidelines-related-documents-advanced-therapies-april-2021_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-pdco-minutes-23-26-february-2021_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/member-states-contact-points-translations-review_en.pdf
https://www.ema.europa.eu/en/news/ema-starts-rolling-review-covid-19-vaccine-vero-cell-inactivated
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/covid-19-vaccines
https://www.ema.europa.eu/documents/minutes/minutes-comp-meeting-16-18-march-2021_en.pdf
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/news/ema-starts-rolling-review-covid-19-vaccine-vero-cell-inactivated
https://www.ema.europa.eu/documents/minutes/minutes-cvmp-meeting-16-18-march-2021_en.pdf

‘YL}\\/IEIRADEAI_MEIDA ViA EXPERTISE

EMA

HMA

Medicinal Products for Human Use | Nullification ICSRs received by
EudraVigilance (updated)

Medicinal Products for Human Use | Agenda - PRAC draft agenda of meeting 3-
6 May 2021

Medicinal Products for Human Use | Minutes of the COMP meeting 16-18
February 2021

Medicinal Products for Human Use | Regulatory and procedural
guideline: Information note on the format and validity features of electronic
certificates for medicines issued by the European Medicines Agency (updated)

Medicinal Products for Human Use | Agenda - HMPC agenda of the 3-5 May
2021 meeting

Medicinal Products for Human Use | Other: Updated handling times for requests
for EMA certificates through standard procedure (updated)

Medicinal Products for Human Use | Regulatory and procedural
guideline: European Medicines Agency certificates of medicinal products -
instructions on how to fill in the application form (updated)

Medicinal Products for Human Use | Other: Information package for certificates
of medicinal products issued by the European Medicines Agency (updated)

Medicinal Products for Human Use | Other: Notification on authenticity of
European Medicines Agency certificates (updated)

Medicinal Products for Human Use | Minutes of the CHMP meeting 22-25
February 2021

Medicinal Products for Human Use | News and press releases: EMA starts
evaluating use of COVID-19 vaccine Comirnaty in younq people aged 12 to 15

Medicinal Products for Human Use | PRAC recommendations on safety
signals (updated)

CMDh annotated QRD template for MRP/DCP

UPDATE - Practical guidance for procedures related to Brexit for medicinal products
for human use approved via MRP/DCP
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https://www.ema.europa.eu/documents/other/nullification-icsrs-received-eudravigilance_en.xlsx
https://www.ema.europa.eu/documents/agenda/agenda-prac-draft-agenda-meeting-3-6-may-2021_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-comp-meeting-16-18-february-2021_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/information-note-format-validity-features-electronic-certificates-medicines-issued-european_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-hmpc-agenda-3-5-may-2021-meeting_en.pdf
https://www.ema.europa.eu/documents/other/updated-handling-times-requests-ema-certificates-through-standard-procedure_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/european-medicines-agency-certificates-medicinal-products-instructions-how-fill-application-form_en.pdf
https://www.ema.europa.eu/documents/other/information-package-certificates-medicinal-products-issued-european-medicines-agency_en.pdf
https://www.ema.europa.eu/documents/other/notification-authenticity-european-medicines-agency-certificates_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-chmp-meeting-22-25-february-2021_en.pdf
https://www.ema.europa.eu/en/news/ema-starts-evaluating-use-covid-19-vaccine-comirnaty-young-people-aged-12-15
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/pharmacovigilance/signal-management/prac-recommendations-safety-signals
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Templates/QRD/CMDh_201_2005_Rev12_04_2021_clean_CMDh_annotated_QRD_template_for_MRPDCP.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/BREXIT/CMDh_373_2018_Rev.8_04_2021_clean_-_Brexit_PG.pdf
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COMISSAO
EUROPEIA

Coronavirus: Commission proposes EU Strateqgy for the development and
availability of therapeutics

Reqistration open - Hearing on "Supporting mental health of health workforce
and other essential workers” (8 June 2021)

Commission launches online consultation on patients’ rights in cross-border
healthcare

Updated document - Guidance on harmonised administrative practices and
alternative technical solutions until EUDAMED is fully functional

Factsheet for Manufacturers of Implantable Medical Devices

European Health Union: Commission publishes open public consultation on the
European Health Data Space

Minutes - AMR One Health Network (25 March 2021)
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https://ec.europa.eu/commission/presscorner/detail/en/ip_21_2201
https://ec.europa.eu/health/exph/events/ev_20210608_en
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12844-Evaluation-of-patient-rights-in-cross-border-healthcare/public-consultation
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/md_topics-interest/docs/md_implany-cards_factsheet_en.pdf
https://ec.europa.eu/commission/presscorner/detail/en/ip_21_2083
https://ec.europa.eu/health/sites/health/files/antimicrobial_resistance/docs/ev_20210325_mi_en.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.



