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Decreto n.2 5/2021
Presidéncia do Conselho de Ministros
Regulamenta o estado de emergéncia decretado pelo Presidente da Republica

Retificacdo: Sistema de Precos de Referéncia - 2.2 trimestre de 2021

Reunido do Comité de Avaliacdo do Risco em Farmacovigilancia (PRAC)

Circular informativa n.2 039/CD/100.20.200 de 26/03/2021 - Disponibilidade de
medicamentos

Disponibilidade de medicamentos: novas orientacdes e ferramentas de pesquisa

Disponibilidade de gases medicinais: pontos de contacto para comunicacdo da
recolha de garrafas

Infarmed Newsletter N.2 187

EMA anuncia expansao de locais de fabrico de vacinas COVID-19 na Europa

Publicacéo para efeitos do artigo 152-A do Decreto-Lei n.2 176/2006, de 30 de
Agosto - pedidos de autoriza¢do de introdu¢ao no mercado de medicamentos
genéricos.

Orientacdo n? 036/2020 de 25/08/2020 atualizada a 31/03/2021
COVID-19: Desporto e Competicdes Desportivas

Norma n2 003/2021 de 08/02/2021 atualizada a 26/03/2021
Campanha de Vacinagao contra a COVID-19: COVID-19 Vaccine AstraZeneca®

Norma n2 019/2020 de 26/10/2020 atualizada a 26/03/2021
COVID-19: Estratégia Nacional de Testes para SARS-CoV-2

Informac&o n? 004/2021 de 29/03/2021
Notificacado laboratorial de testes em contexto de rastreio e surtos

Informagdo n? 003/2021 de 26/03/2021
Infecao por SARS-CoV-2/ COVID-19: alteragdes na plataforma informatica de
suporte ao SINAVE

Estimativas Epoca Gripal 2021-2022
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https://dre.pt/web/guest/home/-/dre/160422311/details/maximized?serie=I&day=2021-03-28&date=2021-03-01
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/4308345
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/4307841
https://www.infarmed.pt/documents/15786/4183417/Disponibilidade+de+medicamentos/849fb660-dfb8-045a-0b4e-3a26b584000f?version=1.0
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/4302922
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/4302499
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/4300409
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/4297147
http://app.infarmed.pt/listpmg/default.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/orientacoes-e-circulares-informativas/orientacao-n-0362020-de-25082020-pdf.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/normas-e-circulares-normativas/norma-n-0032021-de-08022021.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/normas-e-circulares-normativas/norma-n-0192020-de-26102020.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/informacoes/informacao-n-0042021-de-29032021.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/informacoes/informacao-n-0032021-de-26032021.aspx
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=D
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HMA

EMA

Report from the meeting held on 23-25 March 2021

Medicinal Products for Human Use | Other: List of European Union reference dates
and freguency of submission of periodic safety update reports (PSURs) (updated)

Medicinal Products for Human Use | Annex to CHMP highlights: Recommendations
on eligibility to PRIME scheme - Adopted at the CHMP meeting of 22-25 March
2021 (new)

Medicinal Products for Human Use | News and press releases: AstraZeneca COVID-
19 vaccine: review of very rare cases of unusual blood clots continues

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

Medicinal Products for Veterinary Use | Newsletter: Veterinary Medicines
Regulation highlights - Issue 4 (new)

Medicinal Products for Human Use | Joint HMA/EMA workshop on artificial
intelligence in medicines regulation, Virtual event, from 19/04/2021 to
20/04/2021 (updated)

Medicinal Products for Human Use | Consultation procedure for ancillary medicinal
substances in medical devices (updated)

Medicinal Products for Human Use | Template or form: Application form for a
post-consultation procedure on an ancillary medicinal substance in a medical
device (updated)

Medicinal Products for Human Use | Template or form: Application form for
consultation by a notified body on an ancillary medicinal substance/ancillary human
blood or plasma derivative used in a medical device (updated)

Medicinal Products for Human Use | Questions and answers on the consultation
procedure to the European Medicines Agency by notified bodies on an ancillary
medicinal substance or an ancillary human blood derivative incorporated in a medical
device (updated)

Medicinal Products for Human Use | Periodic safety update single
assessment: Azithromyecin: List of nationally authorised medicinal products -
PSUSA/00010492/202004 (new)

Medicinal Products for Human Use | Regulatory and procedural guideline: Biologics
Working Party (BWP) Ad hoc Influenza Working Group - Amended European Union
recommendations for the seasonal influenza vaccine composition for the season
2021/2022 (new)

Medicinal Products for Human Use | News and press releases: EU
recommendations for 2021-2022 seasonal flu vaccine composition

Medicinal Products for Human Use | COVID-19 vaccine safety update: COVID-19
vaccine safety update for COVID-19 Vaccine Moderna: 29 March 2021 (new)

Medicinal Products for Human Use | COVID-19 vaccine safety update: COVID-19
vaccine safety update for Vaxzevria (previously COVID-19 Vaccine AstraZeneca): 29
March 2021 (new)
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https://www.hma.eu/249.html
https://www.ema.europa.eu/documents/other/list-european-union-reference-dates-frequency-submission-periodic-safety-update-reports-psurs_en.xls
https://www.ema.europa.eu/documents/chmp-annex/recommendations-eligibility-prime-scheme-adopted-chmp-meeting-22-25-march-2021_en.pdf
https://www.ema.europa.eu/en/news/astrazeneca-covid-19-vaccine-review-very-rare-cases-unusual-blood-clots-continues
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/pharmacovigilance/signal-management/prac-recommendations-safety-signals
https://www.ema.europa.eu/documents/newsletter/veterinary-medicines-regulation-highlights-issue-4_en.pdf
https://www.ema.europa.eu/en/events/joint-hmaema-workshop-artificial-intelligence-medicines-regulation
https://www.ema.europa.eu/en/human-regulatory/overview/medical-devices/consultation-procedure-ancillary-medicinal-substances-medical-devices
https://www.ema.europa.eu/documents/template-form/application-form-post-consultation-procedure-ancillary-medicinal-substance-medical-device_en.doc
https://www.ema.europa.eu/documents/template-form/application-form-consultation-notified-body-ancillary-medicinal-substance/ancillary-human-blood-plasma-derivative-used-medical-device_en.doc
https://www.ema.europa.eu/documents/other/questions-answers-consultation-procedure-european-medicines-agency-notified-bodies-ancillary_en.pdf
https://www.ema.europa.eu/documents/psusa/azithromycin-list-nationally-authorised-medicinal-products-psusa/00010492/202004_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/biologics-working-party-bwp-ad-hoc-influenza-working-group-amended-european-union-recommendations/2022_en.pdf
https://www.ema.europa.eu/en/news/eu-recommendations-2021-2022-seasonal-flu-vaccine-composition
https://www.ema.europa.eu/documents/covid-19-vaccine-safety-update/covid-19-vaccine-safety-update-covid-19-vaccine-moderna-29-march-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-29-march-2021_en.pdf
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EMA

COMISSAO
EUROPEIA

Medicinal Products for Human Use | COVID-19 vaccine safety update: COVID-19
vaccine safety update for Comirnaty: 29 March 2021 (new)

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

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

Medicinal Products for Veterinary Use | Veterinary product information
templates (updated)

Medicinal Products for Veterinary Use | Template or form: Draft QRD veterinary
annotated product information template v.9 (new)

Medicinal Products for Human Use | Other: EMA initiatives for acceleration of
development support and evaluation procedures for COVID-19 treatments and
vaccines (updated)

Medicinal Products for Human Use | Other: GB ICSRs reported to EV 15-31
December 2020 - Including the active substances in the suspect / interacting
drugs (updated)

Medicinal Products for Human Use | Public stakeholder meeting: approval,
safety monitoring and impact of COVID-19 vaccines in the EU, Virtual meeting,
13:00 - 15:15 (CET), from 26/03/2021 to 26/03/2021 (updated)

Updated - A pharmaceutical strategy for Europe

Updated - Ongoing guidance development within MDCG Subgroup
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https://www.ema.europa.eu/documents/covid-19-vaccine-safety-update/covid-19-vaccine-safety-update-comirnaty-29-march-2021_en.pdf
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/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/covid-19-latest-updates
https://www.ema.europa.eu/en/veterinary-regulatory/marketing-authorisation/product-information/veterinary-product-information-templates
https://www.ema.europa.eu/documents/template-form/draft-qrd-veterinary-annotated-product-information-template-v9_en.pdf
https://www.ema.europa.eu/documents/other/ema-initiatives-acceleration-development-support-evaluation-procedures-covid-19-treatments-vaccines_en.pdf
https://www.ema.europa.eu/documents/other/gb-icsrs-reported-ev-15-31-december-2020_en.xlsx
https://www.ema.europa.eu/en/events/public-stakeholder-meeting-approval-safety-monitoring-impact-covid-19-vaccines-eu
https://ec.europa.eu/health/human-use/strategy_en
https://ec.europa.eu/health/sites/health/files/md_sector/docs/mdcg_ongoing_guidancedocs_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.



